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In the Food and Drug Administration 


Antibiotic Amendments.—The anti- 
biotic regulations have been amended 
to provide for a 14-day sterility test 
for procaine penicillin suspensions that 
do not contain preservatives, for single- 
dose containers of procaine penicillin 
suspension without preservatives, and 
for increasing the moisture content of 
streptomycin and dihydrostreptomycin 
to five per cent (21 CFR 141 and 146; 
15 F. R. 7478). 

October Activities —The Food and 
Drug Administration reports 125 ship- 
seized in October for violation 
of the Federal Food, Drug, and Cos- 
metic Act. Of these, 83 contained un- 
fit foods and 26 involved various types 
of consumer cheats, such as short weight 


ments 


or failure to meet professed standards 
of composition or quality. Of the 16 
drug shipments, seven drugs and two de- 
vices were misbranded with false and mis- 
leading promises ranging from restor- 
ing vim and vigor to curing cancer. 
Three products were below the strength 
or quality claimed on the label, two 
crude drugs, and 
which had not 
been approved for safety (Federal Se- 


Release B14, November 


were insect-infested 


two were new drugs 
curity Agency 


14, 1950) 


In the Federal Trade 


Rodenticide.—“Hot Foot Mouse and 
Rat Killer” is the subject of an agree- 
ment to cease and desist in Stipulation 
8069. Advertising representing that the 
product kills rodents instantly, that use 
»f the product will prevent typhus fever, 
and that the product is nonpoisonous 
will cease. 


Mattresses.—Claims that play 
pads and mattresses for baby cribs and 


pen 
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Fruit Preserves, Jellies, and Butters. 
—The inclusion of corn sirup, glucose 
sirup, and corn sirup solids as optional 
ingredients in fruit preserves, fruit jellies, 
and fruit butters has been proposed. A 
hearing will be held in Washington, 
D. C., on January 2, 1951, for the pur- 
pose of receiving evidence upon pro 
posals to amend the regulations fixing 
and establishing definitions and stand- 
ards of identity for the aforementioned 
products (21 CFR 29 and 30; 
R. 8121). 


fruit 
15 F 

Labeling of Pasteurized Cheese.—A 
statement of interpretation concerning 
the labeling of pasteurized process cheese, 
pasteurized blended cheese, pasteurized 
process cheese food, pasteurized proc- 
essed cheese spread, and related foods 
When placing the 
names of these foods on labels, all the 


has been issued. 
words forming the name specified by a 
definition and standard of identity should 
Where the 


names of optional ingredients are re- 


be given equal prominence 


quired to appear on the label, the desig- 
nations of all such ingredients should 
be given equal prominence (21 CFR 45; 


15 F. R. 8242) 


Commission 


carriages will keep a_ baby’s 


straight, materially help a child develop 


spine 


properly, or have an appreciable effect 
on a child’s future health will discon- 
tinue in accordance with Stipulation 8072 


Cough Drops.— Unqualified use of the 
name and emblem of the American Na- 
tional Red Cross in advertising cough 
drops will be discontinued under the 
terms of a stipulation entered in FTC 
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Docket 4889. Advertisements: of the 
cough drops which display the picture 
of a red Greek cross and the words 
“Red Cross” shall carry, in equal con- 
spicuousness, the qualifying statement, 
“This product has no connection what- 
ever with the American National Red 
Cross.” The complaint in FTC Docket 
4889 has been dismissed as a result. 


Food and Drug Products.—The dis- 
semination of false advertisements 
the sale of cosmetics, devices, and food 


in 


and drug products has been ordered 
to be discontinued in FTC Docket 5454. 
In advertising the Pretorius line of cos- 
metics, representations that the inclu- 


In the Department of 


Cottonseed Meal.—An improved cot- 
tonseed meal, which can be fed freely 
to hogs and chickens well to 
‘attle, has been produced experimentally 
9y a modification of ordinary screw- 
pressing methods, reports the Depart- 
ment of Agriculture. 


as as 


Notices of Judgment.—The Depart- 
ment of Agriculture has issued the fol 
lowing Notices of Judgment under the 
Federal Insecticide, Fungicide, and 
Rodenticide Act Nos 1-25, issued Oc- 
tober 1950. 


Protein Consumption of Beef Cattle. 
—Mixing salt with cottonseed meal 
offers farmers and ranchers a way to 
self-feed controlled amounts of protein 
supplement to their beef cattle. Self- 
feeding meal saves all of the work of 
hand feeding, and cattle more nearly eat 
meal that they need and eat it at their 
leisure (Agricultural Research Admin- 
November 30) 


Release, 


istration 
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sion of chloesterin in cosmetic creams 
increases their cleansing properties and 
that the ingredient is necessary to pre- 
vent face creams and body oils from 
interfering with the functioning of the 


skin are to cease. Other false advertise- 
ments concerning the Pretorius Liquefier, 
the Pretorius Approved Ultra-Violet 
Ray Lamp, Flushettes, X-Pel, Peri- 
Lator, Pretorius Alfamint Alfa- 
Tabs, Pretorius Concentrated Alfalfa 
Tablets, Solvettes, Nezets, Pretorius 
Concentrated Powdered Vegetables, 
Vitaloids he 


Tea, 


Virvets, and are also to 


discontinued. 


Agriculture 
U. S. Standards for Cheddar Cheese. 


—United States for 
of cheddar cheese 


standards grades 


have been promul- 


gated. The grades of U. S. Grade AA, 
U. S. Grade A, U. S. Grade B, and 
U. S. Grade C are to be determined 
by flavor and odor, body and texture, 
color, and finish and appearance (15 
F. R. 8233) 

Slaughter Cattle—Revision of the 
official United States standards for 
slaughter cattle has been proposed 


Specifications for the grades of prime, 
choice, good, commercial, utility, cutter, 
and canner are given for slaughter 
steers, heifers, cows, bulls, and stags 
The specific grade of the slaughter ani 
mal would be determined by an evalua 
tion in terms of factors which influence 
carcass excellence: conformation, finish, 


quality, and maturity (15 F. R. 8166). 
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DEFINITIONS REDEFINED 


BY HUGO MOCK 


AN APPRAISAL OF THE DEFINITIONS OF FOODS, DRUGS, 
AND COSMETICS IN THE FEDERAL ACT, TOGETHER WITH 
PERTINENT JUDICIAL CONSTRUCTION 


T 1S THOUGHT that an examination and appraisal of the defini- 
tions of foods, drugs, and cosmetics in the present Federal Act of 
1938 may be fruitful, since the statute has now been functioning 


for 12 years and we have had the benefit of experiences under it. 


These definitions are not only of academic interest, but of great 
practical importance in view of the differing treatment of the three 
classes of articles. Such treatment has an important bearing on the 
evolution of these industries and on the labeling and advertising of 
the products when once introduced into the market. For the con 
venience of the reader, the statutory definitions are herewith 
set forth: 

(f{) The term “food” means (1) articles used for food or drink for man or 
other animals, (2) chewing gum, and (3) articles used for components of any 
such article. 

(zg) The term “drug” means (1) articles recognized in the official United 
States Pharmacopoeta, official Homeopathic Pharmacopoeia of the United States, or 
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official National Formulary, or any supplement to any of them; and (2) articles 
intended for use in the diagnosis, cure, mitigation, treatment, or prevention of 
disease in man or other animals; and (3) articles (other than food) intended to 
affect the structure or any function of the body of man or other animals; and (4) 
articles intended for use as a component of any articles specified in clause (1), 
(2), or (3); but does not include devices or their components, parts, or ac- 
cessories. 

(h) The term “device” (except when used in paragraph (n) of this section 
and in Sections 301 (i), 403 (f), 502 (c), and 602 (c)), means instruments, apparatus, 
and contrivances, including their components, parts, and accessories, intended 
(1) for use in the diagnosis, cure, mitigation, treatment, or prevention of disease 
in man or other animals; (2) to affect the structure or any function of the body of 
man or other animals. 


(i) The term “cosmetic” means (1) articles intended to be rubbed, poured, 
sprinkled, or sprayed on, introduced into, or otherwise applied to the human body 
or any part thereof for cleansing, beautifying, promoting attractiveness, or altering 
the appearance, and (2) articles intended for use as a component of any such 
articles; except that such term shall not include soap. 


That these definitions would require judicial determination was 
not exactly anticipated because Toulmin, in his treatise, Law of Foods, 
Drugs and Cosmetics, which was published in 1942, said: 

These and numerous similar questions vex the food and drug administrations 
and aroused the consumer public to the need for a change in the definitions of 


the 1906 Act to broaden or restrict such definitions as circumstances require. 
Congress solved these problems by the enactment of Section 201 of the 1938 Act 


However, Mr. Herrick in his book, Drug Products, apparently was 
not so sanguine to believe that any difficulties in these definitions had 
been surmounted ; he discusses quite at length the distinctions between 
food and drugs and those between drugs and cosmetics. 
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As a matter of convenience in administration, it was probably 
intended by the framers of the statute that there should be an easily 
accessible line of demarcation between foods, and drugs, and cos- 
metics; that foods should be confined to nutritional products, drugs 
to medicinal products, and cosmetics to articles of personal beautifi- 
cation, generally applied outwardly. This is, however, an over- 
simplification because it was always recognized that there would be 
cases where products would belong to two or three of these classes. 


However, it will be readily apparent, especially with some con- 
sideration of the rise of psychosomatic medicine, that the differences 
between these three classes of products are more apparent than real 
and that many substances may come into two classes, and some into 
three. Examples will readily occur to the reader such as common salt, 
yeast, alcoholic preparations, vitamins, and many mineral preparations. 


In the consideration of the term “device,” we have one interesting 
judicial decision, that of Judge Rayfiel in the United States District 
Court for the Eastern District of New York on March 9, 1950 [CCH 
Foop Druc Cosmetic Law Reports { 7148], where Judge Rayfiel held: 


(1) A phonograph record, claimed by its manufacturer to induce sleep is 


not an instrument, apparatus or contrivance, as those words are used in the 


dictionary, nor does it purport to be effective in the treatment of disease, nor does 


it affect the structure or function of the body, as that phrase is ordinarily inter- 
preted to mean affecting an organ of the body; and such a record is, therefore, 
not a device within the meaning of the law applicable. 


And (2) Such record is not shown to be misbranded by evidence that 
it was ineffective when used in tests on psychoneurotic and insomniac war vet- 
erans, especially when there is evidence that the use of such records is effective 
under more normal conditions to which the manufacturer’s claims should reason- 
ably be applied. 

It might be seriously argued that this is too narrow and legalistic 
a definition, because if insomnia be considered a disease, or sleep 
be a function of the body, a device intended and advertised to pro- 
vide sleep would appear to be a device within the meaning of the Act. 
Furthermore, in the definition of the term “drug,” it is not limited 
to pharmaceutical substances but includes “articles intended for use 
in the diagnosis, cure, mitigation, treatment or prevention of disease 
in man or other animals”; and the word “article” itself, which accord- 
ing to the Oxford Dictionary means almost anything material or imma- 
terial, would appear to be a term much broader than the definition 
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of a device in the Act and could include many products which might 
not be included in the narrower definition of “devices.” This particular 
case is under appeal by the government. It will be interesting to 
observe whether the learned Circuit Court of Appeals of the Second 
Circuit will confirm or reverse the opinion of Judge Rayfiel. 


Certainly the distinction between foods and drugs in many cases 
would seem almost to disappear since the definition would depend 
upon the use of the product, rather than on its intrinsic characteristics. 
Ordinary milk when fed to a child with rickets, or foods containing 
vitamins when given to pellagra or beriberi victims, would undoubt- 
edly act both as foods and drugs; such instances might be multiplied 
indefinitely. The multiple vitamins with minerals, which are widely 
sold in drug stores today, are clearly both foods and drugs. Emphasiz- 
ing the need for further elucidation of the statutory definitions are 
two cases involving coffee sweepings, a form of green coffee. Case 
one entitled United States of America v. 35 Bags, etc. [CCH Foop Druc 
Cosmetic Law Reports {| 7161] was tried before Judge Clancy in the 
District Court for the Southern District of New York. Coffee sweep 
ings are the spillage from ships’ cargo and are generally contaminated 
with all filth which is to be found in a product swept up from the 
public docks. The court made the following findings of fact: 

First, that there is no evidence in the case on which I could base any finding 
that green coffee is a food or has been considered a food; 


Secondly, that there is no evidence in the case that the customary and neces- 
sary process to which the green coffee is subjected before intended for human 
consumption cannot render this seized material wholesome. My conclusion is 
that the libel must be and it is dismissed. Dated: New York N. Y., May 17, 


1950. 

In the second and parallel case entitled United States of America 
v. 14 Bags, etc., [CCH Foop Druc Cosmetic Law Reports § 7154] in 
the United States District Court, Eastern District of New York, Judge 
Rayfiel held that green coffee is a food, so these two cases are diametri- 
cally opposed to each other in their conclusions. It is believed that 
both cases will be appealed. 


Although it has been considered generally that there is a greater 
similarity between drugs and cosmetics than between foods and drugs, 
a careful consideration of the statute leads to the conclusion that the 
line of demarcation between drugs and cosmetics is clearer than the 
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line between foods and drugs, although it is also true that some 
substances, such as wrinkle removers and skin bleaches, may be both 
drugs and cosmetics. There is a popular misconception that cosmetic 
articles which are taken internally are necessarily also drugs, which 
is not the case because the statute does not make that distinction and 
broadly classifies cosmetics as articles for beautification, whether 
applied outwardly or “introduced into” the body. Even cosmetics 
containing drugs, for instance, deodorant soaps containing an anti- 
septic or germicide, are still classified as cosmetics rather than as drugs, 
where such articles are sold primarily as deodorants and the article 
is not sold as a germicide. The words “articles intended to be rubbed” 
are not to be overlooked in defining the difference between a cosmetic 
and a drug because articles sold and advertised for purely cosmetic 
purposes may contain drugs and still not be classified as drugs. For 
instance, chlorophyll deodorants are taken internally and there has 
been no scientific proof that such deodorants affect any function of 
the body, in which case they would be classified both as drugs and 
cosmetics. Similarly, there does not appear that there has been any 
positive determination that cosmetics containing hormones need to 
be classified also as drugs where the percentage of hormones is rela- 
tively small, and the product is advertised solely for its cosmetic quali 
ties. There can of course be no question but that hormones are dis- 
tinctly in the drug area when they are prescribed by physicians for 


specific therapeutic purposes. 


The Food and Drug Administration is to be commended for its 
impartial treatment of all three classes of products, foods, drugs, 
and cosmetics, and its determination not to impose any arbitrary 
definitions of its own regarding these three classes. The claims of 
the manufacturers themselves will often determine the classification 
of the product, and the public safety rather than the literal truth of 
such claims appears to be the criterion by which the Food and Drug 
\dministration applies the statutory definitions to these products. 
This has been of enormous importance in safeguarding the public 
health, because the effectiveness and the actual value of a food, a 


drug, or a cosmetic will often be determined by the physical condition 
of the user, whereas the safety of the product can be tested objec- 
tively even if its classification is in doubt. [The End] 
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THE FEDERAL DRUG LAW 
AND THE DRUGGIST 


AN OUTLINE OF THE BASIS OF THE FOOD AND DRUG AD- 
MINISTRATION’S AUTHORITY IN BRINGING CASES AGAINST 
THE UNAUTHORIZED REFILLING OF PRESCRIPTIONS 


AM GLAD to accept your invitation to appear at this meeting for 

a frank and open discussion of the problems arising out of Federal 

regulation in the prescription drug field. We in the Food and 
Drug Administration believe that a full interchange of ideas always 
helps to clear up misunderstandings and to bring about satisfactory 
solutions to mutual problems. 


In the broadest sense, we who enforce the law and you who bring 
medication direct to the people are dedicated to the same ultimate 
purpose, the advancement of public health. You are the last link in 
the chain that brings modern medical miracles from the laboratory to 
the bedside of the patient. The Congress has directed the Food and 
Drug Administration to guard drugs throughout the full length of this 
chain. Together, we have a joint obligation to see that the patient gets 
what the doctor orders. 

Shortly after enactment of the 1938 Food, Drug, and Cosmetic Act, 
regulations were issued dealing with prescription medication. These 
regulations exempted the manufacturers’ packages of prescription medi- 
cation from bearing adequate directions for use, on condition that the 
package bear the so-called prescription legend. 

At that time, any manufacturer could put the prescription legend on 
any drug product. This led to confusion because the legend appeared on 
many drugs that were in fact safe for self-medication. In many 
instances, the same drug would be labeled in two ways, one with self- 


Delivered at the annual convention of the National Association of Retail 
Druggists, Long Beach, California, October 18, 1950 
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medication directions for over-the-counter sale and another with the 


prescription legend for professional dispensing. 


Your secretary, John Dargavel, was perhaps the most persistent 
of those leaders in pharmacy who urged the elimination of this con- 
fusion. Recognizing the difficulties imposed on practicing pharmacists, 
we undertook to do something about the problem by issuing a new 
prescription drug regulation which became effective in October 1944. 


Under the new regulation, manufacturers are required to put ade- 
quate directions for use on all drugs that could be safely used in self- 
medication. This was intended to reserve the prescription legend for 
those products whose proper use requires the professional services of 
a doctor, In short, it was the purpose of the new regulation to use the 
prescription legend as a clear signal to the pharmacist that the product 


should not be sold over the counter. 


In passing the 1938 law, Congress made it clear that the Federal 
government should regulate food and drugs introduced into interstate 
commerce for the purpose of protecting the health and welfare of the 
ultimate consumer. Congress expressed this purpose in the lengthy 
committee hearings, the many committee reports, and the debates on 
the floor, as well as in the language of the statute. Since 1938, our 
enforcement activities concerning drugs have been designed to carry 
out the intention of Congress to make them safe and effective for their 


intended uses. 


Whenever tested, the courts have upheld Congress in the purpose 
and scope of this legislation, except in one case. In this instance, a 
food case, the courts questioned as to whether Congress had intended 
to cover products which became adulterated after they had completed 
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their trip through interstate commerce. Congress quickly cleared this 
up by enacting the Miller amendment, which specifically affirmed Fed- 
eral control over products that move in interstate commerce up to the 


time of delivery to the consumer. 


The 1938 law, as originally passed and as later amended, contains 
a provision prohibiting the doing of any act with respect to a drug, 
while it is held for sale after shipment in interstate commerce, if that 
act results in misbranding. Among the definitions of drug misbrand- 
ing is failure to bear adequate directions for use. It is our view that 
the over-the-counter sale of a “prescription only” drug is an act which 
results in misbranding, because the package dispensed does not bear 
adequate directions which would enable the lay purchaser to use the 
drug safely and effectively. 


Our first use of this statutory design came in 1943. <A venereal 
control officer of the Navy, stationed at Portland, Maine, advised us 
that he was having a number of cases, some extremely serious and dis- 
abling, which would not yield to sulfonamide treatment. We traced 
this situation to the indiscriminate sale of sulfathiazole. Infected men 
had tried unsuccessfully to treat themselves with the result that the 
germ had become drug-resistant. 


Our inspectors made several purchases of sulfathiazole without 
prescription from a drugstore that turned out to be the principal 
offender. The facts were referred to the Grand Jury, an indictment was 
returned, the case was set for trial, and the defendant pleaded guilty. 


Sullivan Case 


Investigations in other military areas revealed the same situation, 
and other similar cases followed, including the famous Sullivan case, 
which arose from sales to Gl’s in a camp near Columbus, Georgia. 
This case was vigorously and ably contested through the Supreme 
Court. The court of appeals reversed Sullivan’s conviction on the 
ground that Federal jurisdiction did not extend to the retail transac 
tion, but the Supreme Court affirmed the conviction. In this decision 
the Supreme Court established the constitutional basis for Federal 
regulation of the retailing of drugs which are received from interstate 
commerce. The court said: 
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The language used by the Congress broadly and unqualifiedly prohibits mis- 
branding articles held for sale after shipment in interstate commerce, without re- 
gard to how long after the shipment the misbranding occurred, how many intra 
state sales had intervened, or who had received the articles at the end of interstate 
shipment, 


Prescription Refilling Cases 


After the Sullivan decision and the Miller amendment clearly estab- 
lished the Federal government’s right to regulate the retail sale of 
interstate drugs, the Food and Drug Administration began an in- 
vestigation of prescription refilling practices. This investigation uncovered 
many serious consequences from the use of drugs obtained by refilling 
prescriptions without consulting the doctors who wrote them. A 
hospital patient in Buffalo was diagnosed as suffering from serious 
bromide intoxication, Some time before his hospitalization he had 
twice passed out while driving his automobile and was involved in 
serious accidents. He had obtained the bromides upon a prescription 
written for four ounces five years earlier. In the 16 months prior to 
his hospitalization, the prescription had been refilled 21 times, usually 
for eight ounces, without the doctor’s knowing anything about it. 

A man in Los Angeles, diagnosed as suffering from severe digitalis 
poisoning with first degree auricular-ventricular block, had been obtain 
ing refills of his prescription written five years earlier, without the 
knowledge or approval of the doctor. 

An epileptic in Ohio was put on mesantoin by his doctor. About 
three months after the patient’s last visit the doctor was called to his 
home and found him in serious condition. In spite of immediate 
hospitalization and supporting measures, death followed in a few days 
from agranulocytosis. The patient had been obtaining refills without 
the knowledge of the physician. The physician asserted that if he 
could have examined the patient before the additional supplies of 
mesantoin were obtained, the death would have been prevented. 

A child in Missouri was hospitalized with severe sulfonamide 
poisoning. The parents had obtained the drug through refilling a 
prescription without consulting a physician. The prescription was 
marked non repetatur. 

An elderly lady in North Carolina called a physician who found her 
suffering from severe arsenic poisoning, She had been using Fowler’s 
Solution on a prescription written 28 years earlier. Throughout that 
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period she had had it refilled without consulting her physician. Many 
of the druggists she approached would not refill it but she always 
shopped around until she found someone who would. 


A man in Boston was hospitalized for alcoholism. Part of his 
rehabilitation program, upon discharge, was to take a total of 15 milli- 
grams of amphetamine daily. He was provided with a prescription 
marked “NR,” for 24 tablets. Two months later he returned to the 
hospital. It was found that he had stepped up his dose to as high as 
600 milligrams daily, with resulting hallucinations. He became un- 
manageable and had to be transferred to a psychopathic hospital. He 
had obtained the excessive supply of amphetamine by repeated refillings 
of the prescription. 

One of the worst cases we found occurred a few years ago in 
North Kansas City. The accumulation of newspapers and milk bottles on 
the doorstep of a woman who lived alone told her neighbors that something 
was wrong. They could get no response to the doorbell and called 
the police. When the squad car came, the police forced entry and 
found the woman’s body on the floor mutilated by rats. She had been 
dead about three days. 

It was learned from her estranged husband that she had become 
adicted to barbiturates. From the heavy band of finger marks knee- 
high on the wallpaper, doors, and stairs, it appeared that much of the 
time she had been too heavily drugged to walk. The husband admitted 
he had left her because he could not bear to see her in that condition 
after he had tried everything to break her of the habit. He knew the 
name and address of the drugstore in California, where they had lived 
before coming to Kansas City, from which his wife had been getting 
her supplies. 

No barbiturates were found in the house. But the mailbox con 
tained a notice from the Post Office that a package they had tried to 
deliver would be held for five days, after which it would be returned 
to the sender. The five days were up, but the Food and Drug Inspec 
tor got the husband’s sister to write to the drugstore, saying that the 
woman was unable to pick up the package and asking that it be sent 
again. In a few days two 500-capsule bottles came. Our investiga- 
tion showed that five years earlier the woman had obtained a physician's 
prescription for 15 1'4-grain seconal capsules. The druggist had refilled 
it 43 times, several times for 200 capsules, for a total of more than 7,000 
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capsules. The victim had obtained another prescription for 10 1%-grain 
nembutal capsules which had been refilled 50 times, for a total of 7,000 
capsules. The doctors who wrote the prescriptions were never con- 
sulted about whether they should be refilled. Incidentally, the druggist 
involved was located in Hollywood. 

These are but a few of the cases I could recite for you. And our 
observations are paralleled by reports in the medical and pharmaceutical 
literature. Noteworthy is the article “Potential Hazards in the Refill- 
ing of Prescriptions,” by Ralph J. Mill, of Wayne University College 
of Pharmacy, in the Journal of the American Pharmaceutical Association, 
Practical Pharmacy Edition, August 1943. A later article is “Dangerous 
Drugs,” by Allen H. Bunce, M. D., in the Georgia Pharmacist, Spring 
Quarter, 1949. Dr. Bunce is president of the United States Pharma- 


copoeial Convention. 


Legislative Opinion Concerning Refilling 


This problem posed for us the question, “Is a prescription once 
filled still a bona fide prescription when presented for refilling without 
the doctor’s knowledge and approval?” We sought all available sources 
of information for an authoritative answer. In telling you what we 
found, let me say that the quotations and references I give do not apply 
merely to drugs covered by anti-narcotic legislation. 

After setting out a list of potent drugs, the English law provides 
that “The prescription must not be dispensed more than once unless 
definitely so directed by the prescriber.” 

The Canadian law is quite similar. After setting forth a list of 
drugs that may be sold only on prescription, the regulations provide 
that “No person shall sell a drug named or included in appendix IV 
[the list] except on prescription nor shall any person refill such a pre- 
scription unless the prescriber thereof so directs in writing thereon.” 

The laws of some of our states, as you know, contain similar pro- 
visions prohibiting the refilling of prescriptions. 

In the years that preceded the advent of new and potent therapeutic 
agents, pharmacists often engaged in the indiscriminate refilling of 
prescriptions without authorization from the doctor. In the age of 
modern therapeutics this practice, with its ever increasing dangers, has 
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been clearly labeled as a perversion of the true meaning of a prescrip- 
tion by leading professional writers in both pharmacy and medicine. 
Their insistence that the physician authorize all refills—in one way or 
another—places the professional relationship between the doctor and 
the pharmacist on the highest possible plane. Let us review what the 
leading thinkers and authors in medicine and pharmacy today have 


said on this subject. 
Professional Opinions 


In Scoville’s The Art of Compounding, published in 1943, Justin L. 
Powers and George E. Crossen give the following definition: 

The prescription . . . is an order written by a physician, dentist, veterinarian, 
or other licensed practitioner directing the pharmacist to compound and dispense 
a medicament for a patient, and usually accompanied by directions for its admin- 
istration or use. It is designed to procure for the patient a special remedy, suited 
to the treatment of his present condition and in such quantity as appears needful 
Dr. Powers is chairman of the Committee on National Formulary and 
editor of the Scientific Edition of the Journal of the American Pharma 
ceutical Association. Dr. Crossen is Dean and Professor of Pharmacy, 
Drake University. 

Cary Eggleston, M. D., in Essentials of Prescription Writing, pub- 
lished in 1947, says: 

It is the physician’s responsibility to determine the total quantity of any pre 
scription to be dispensed and to give adequate directions for its use by the patient. 
Dr. Eggleston is a former president of the United States Pharmacopoeial 
Convention and associate professor of Pharmacology at Cornell. 

William J. Husa, in Pharmaceutical Dispensing, published in 1947, 
defines a prescription as: 

An order signed by a licensed physician, dentist, veterinarian or other medical 
practitioner for medicine to be compounded by a pharmacist to meet the needs of a 
certain person at a particular time 
Dr. Husa is head of the Department of Pharmacy of the University 
of Florida and past chairman of the Section on Practical Pharmacy and 
Dispensing of the American Pharmaceutical Association. 

In their Textbook of Pharmacology and Therapeutics, 1948 Edition, 
Harold N. Wright and Mildred Montag say that a prescription is: 


Essentially an order written by a physician, for a pharmacist to supply the 
patient named in the prescription with the specified quantities of the drugs ordered 
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in the prescription . . . a prescription constitutes a legal document, for the 
accuracy of which the physician is responsible. 

Dr. Wright is associate professor of Pharmacology of the University 
of Minnesota. Miss Montag is Director of the Adelphi College School 
of Nursing. 

Dr. Wright says in an earlier book, Manual of Prescription Writing, 
(1939): 

A customer cannot as a matter of right require a pharmacist to refill a pre- 
scription. If a pharmacist refills a prescription, whether for the original purchaser 
or for anyone else, without express authority from the prescribing physician, the 
pharmacist does so on his own responsibility and at his own peril, The transaction 
so far as the physician is concerned is complete when the pharmacist delivers to 
the patient or his agent the quantity of medicine called for by the prescription 
compounded in accordance therewith. With the unauthorized sale of any larger 
quantity than is called for by the prescription, the physician has nothing to do. 
Austin Smith, M. D., says in The Drugs You Use, published in 1948, that 
a prescription : 

Is written by the physician for a definite purpose and is intended for the treat- 
ment of a specific disease or the relief of a specific symptom in ore individual 
He then discusses the dangers of using the same prescription repeatedly 
by the same individual who thinks he has symptoms like those for 
which the medicine was originally prescribed and also the dangers in 
recommending the medicine to relatives and friends for apparently 
similar ailments. Dr. Smith is editor of the Journal of the American 
Medical Association and was formerly Secretary of the Association’s 
Council on Pharmacy and Chemistry. 

In another book by Dr. Smith, Technic of Medication, also pub- 
lished in 1948, he says: 

The pharmacist who refills a prescription without authority from the prescribing 
physician does so at his own risk. The fact that the physician has ordered a cer- 
tain amount of medicine is evidence that this is the amount he thinks the patient 
should have. If the pharmacist gives the patient more, no action can be taken 
against the physician if the patient is harmed by the second sale. Of course, the 
physician can make doubly certain that his prescription is not to be refilled without 
his knowledge, simply by so stating on his original order. .. . 

Writing in Pharmaceutical Compounding and Dispensing, edited by 
Rufus A. Lyman, M. D., and published in 1949, E. M. Plein, associate 
professor of Pharmacy at the University of Washington, says: 

It has been said that a pharmacist who refills a prescription for the original 
purchaser or for anyone else, without authority of the prescribing physician, does 


so on his own responsibility. The transaction as far as the physician is concerned 
is complete when the pharmacist compounds and delivers the original prescrip- 
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tion. Even unauthorized sales of quantities larger than that called for by the pre- 
scription are the responsibility of the pharmacist. 

These views are not without authoritative precedent. In the 1907 
edition of Textbook of Legal Medicine and Toxicology by Peterson and 
Haines, Oscar Oldberg and Jerome Probst wrote: 

the pharmacist has no right to dispense the medicine more than once 
unless the writer of the prescription expressly so directs, and he has no right to 
dispense that medicine at all if to his knowledge it is intended to be used for some 
person other than the one for whom it was prescribed, or for some purpose other 
than that for which it was intended by the prescriber, nor has he any right to 
dispense a prescription for any potent remedy when presented so long after the 
date upon which it was written that reasonable doubt may exist as to whether 
the physician would again prescribe the same medicine after the lapse of time be- 
tween the date of the order and the date on which it was presented to the pharmacist. 
Dr. Oldberg was Dean of the School of Pharmacy of Northwestern 
University and Mr. Probst was a member of the Chicago Bar. 


Position of Food and Drug Administration 


These considerations, in the light of the dominant purpose of the 
Federal drug law to make drugs safe and effective for their intended 
uses, were responsible for the position of the Food and Drug Adminis- 
tration as stated by Dr. Paul B. Dunbar in 1948: 

A prescription is a written expression of the physician’s will and purpose that 
the individual patient for whom he is prescribing be furnished a specific quantity 
of a drug for use by that patient under the physician’s direction and supervision 
... To refill a prescription without ... assurance that it represents the physician’s 
will and purpose is in logic and in fact not distinguishable from an over-the- 
counter sale of the drug. 

I am acutely aware of the apprehension and concern this state- 
ment aroused in many druggists. The cry has been raised that our 
actions were disturbing the traditional physician-pharmacist-patient 
relationship. It must be clear from what I have said that in the cases 
about which we are concerned, there is merely a pharmacist-patient 
relationship, for the doctor plays no part in the transaction, while the 
pharmacist plays a double part: that of the physician, in determining 
that the patient needs additional medication, and that of the pharmacist, 
in supplying it. 

Much has also been made of the reference to refilling prescriptions 
that appears in Section 503(b) of the law, which exempts drugs dis- 
pensed on bona fide written prescriptions from the requirements that 
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the label bear the name and address of the vendor, the quantity of 
contents, the common names of each active ingredient, and in some 
cases their quantity, and the warning against habit formation in the 
case of certain narcotics and hypnotics. It is argued that because the 
exemption from placing the warning against habit formation on the 
label depends on whether the doctor marks his prescription as not 
refillable, or whether local laws prohibit refilling, Congress thereby 
recognized the pharmacist’s right to refill prescriptions as he sees fit. 

But this section contains no suggestion whatever of exemption 
from the numerous other labeling or misbranding provisions, including 
the requirement for adequate directions for use which is the legal key- 
stone of most of our cases on over-the-counter sales and unauthorized 
refills. To adopt the interpretation sought by this argument would be 
to ignore the narrow scope of the statutory exemption, and to read 
words into it that are not there. More important, it would also require 
us to ignore the public welfare, and the fundamental purpose of the 
statute to safeguard the public interest by insuring the safety and 
efficacy of drugs when received by the patient. 

I have tried to outline for you in layman’s terms, and I myself am 
a layman in law, what we believe is the basis for our authority in 
bringing cases that now are actually filed in court or are about to be 
filed against the unauthorized refilling of prescriptions for barbiturates, 
sulfonamides, sex hormones, thyroid, and amphetamine. Other cases 
are in the making. 

Our enforcement program on prescription refills has led to some 
very real problems in the day-to-day practice of pharmacy. For the 
past two years we have welcomed many groups representing pharmacy 
who came to the Food and Drug Administration to discuss these 
problems. Among these groups were the leaders of the National 
\ssociation of Retail Druggists: your John Dargavel, your Herman 
Waller, and your George Frates. As these conferences progressed, an 
ever widening ground of mutual understanding and agreement between 
your representatives and ourselves became apparent. We gained much 
in understanding of your problems and I am sure your representatives 
gained much in understanding of ours. 

We agreed that the law ought to recognize oral or teiephoned 
prescriptions; that this is indispensable to you in serving the health 


needs of your communities. 
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We agreed that drugs that are poisonous and those capable of 
inducing habit formation should not be dispensed except on physicians’ 
prescriptions and that these prescriptions should not be refilled except 
with the knowledge and approval of the doctor. 


We agreed that nontoxic drugs which cannot effectively be used 
by the layman to treat himself should also be held to prescription use 
and should not be dispensed on refills without the doctor’s approval. 


We agreed that confusion and uncertainty about what drugs fell 
within these categories could be avoided to the advantage of the public, 
the druggists, and the enforcement agency through specifically listing 
such restricted drugs upon the basis of scientific evidence at public 
hearings. 


Your officers have been realistic in their appraisal of the problem. 
They have been fair and statesmanlike. They have recognized the facts 
of the situation that I have tried to set forth in this talk. They have 
proposed a solution which reflects credit upon your profession and 
which affords a great measure of public protection. 


Your officers have discussed their proposal with the distinguished 
Representative from North Carolina, Mr. Durham, and the distinguished 
Senator from Minnesota, Mr. Humphrey. These legislators have intro- 
duced the proposal as bills in the Senate and House of Representatives. 


I wish to assure you, Mr. Durham and Senator Humphrey, and the 
Convention of the National Association of Retail Druggists, that we 
in the Food and Drug Administration will be happy to supply you with 
all relevant information we have gathered or aid you in any other way 
in your efforts toward the enactment of the fundamental provisions 


embodied in your bill. [The End] 


| New York Bar Association Meeting 

The sixth annual meeting of the Section on Food, Drug 
| and Cosmetic Law of the New York State Bar Association 
| will be held in New York City on January 25, 1951. 
| ; 
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THE STANDARD-MAKING 
PROCESS_— as 


BY JOHN H. MACVEY 


DEFINITION AND PURPOSE OF STANDARDIZATION— 
THE AUTHOR LISTS CRITERIA ON WHICH MANDATORY 
STANDARDS SHOULD BE DRAWN AND MAKES SUGGES- 
TIONS TO IMPROVE THE PRESENT PROCEDURE 


URRENT LITIGATION has emphasized the significant legal 

and economic effects of definitions and standards of identity 

for food. The Federal Security Administration is contending 
that no food, regardless of its ingredients or its labeling or its whole- 
someness, which looks and tastes like, and is sold and used for, the 
same purpose as a standardized food, may enter the market place of 
interstate competition (United States v. 62 Cases, More or Less . . . of 
Jam, etc., 183 F. (2d) 1014 (CA-10; 1950) [CCH Foop Druc Cosmetic 
Law Reports §{ 7162], certiorari granted, October 16, 1950; see also, 
United States v. 88 Cases, More or Less,. . . Labeled In Part “Bireley’s 
Orange Beverage” (DC N. J., 1946) [CCH Foop Druc Cosmetic Law 
Reports § 7149] ). 


In further developing by this litigation the principle announced 
in Federal Security Administrator v. Quaker Oats Company, 318 U. S. 
218 (1942), the Administration plainly is driving toward firm estab- 
lishment of the paramount controlling character of food standards over 
food composition. The important consequences of the resulting exclusion 
of nonconforming food from the market warrant, therefore, at least 
some review of the fundamentals of standardization. ' 








' This article is directed primarily toward comments will apply generally to stand- 
establishment of definitions and standards ards of quality and of fill of container. 
of identity for food, although some of the (Continued on following page.) 


The Standard-Making Process Page 823 











THE AUTHOR IS A MEMBER 
OF THE NEW YORK BAR 





What Is a Standard? 

Twelve years of experience under the Federal Food, Drug, and 
Cosmetic Act have clearly demonstrated that standard-making under 
the Act is quasi-legislative, with quasi-judicial accoutrements resulting 
from the public hearing and substantial evidence of record require 
ments (Section 701; see, Willapoint Oysters, Inc. v. Ewing, 174 F. (2d) 
676 (CA-9; 1949) [CCH Foop Druc Cosmetic LAw Reports § 7119], 
certiorari denied, 338 U. S. 860). Moreover, where important contro 
versial economic issues are involved, standard-making in fact becomes 
an adversary proceeding. As in the case of rate-making, a quasi- 
legislative process, standard-making is adversary, in substance, if it may 
result in an order in favor of one party as against another (United States 
v. Abilene and Southern Railway Company, 265 U. S. 274, 289 (1924)). 

The often complex details of the standard-making process and 
the smoke of battle therefrom often tend at times to obscure precisely 
what is being attempted: to write a rule by which persons must 
govern their daily actions or suffer certain sanctions. 

“Standardization” has been aptly described as follows: 


Standardization is the establishing, by authority, custom or general con 
sent, of a rule or model to be followed. In its broadest sense, standardization 














(Footnote 1 continued.) cannot be trusted to make a straight state- 
This article contains no further footnotes ™ent unless he takes his readers by the 


in accordance with the precept of Profes- Paw and leads them to chapter and verse 
sor Rodell of Yale. who said: Every legal writer is presumed to be a liar 


“It is the probative footnote that is so Unless he proves himself otherwise with a 
often made up of nothing but a long list ‘lock of footnotes. 


of names of cases that the writer had some ‘In any case, the footnote foible breeds 
stooge look up and throw together for nothing but sloppy thinking, clumsy writ- 
him. These huge chunks of small type... ing and bad eyes.’’ Rodell, ‘‘Goodbye to 


also show the suspicious twist of the legal Law Reviews,"’ 23 Virginia Law Review 
mind. The idea seems to be that a man 38 at p. 40 (1936) 
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applies not only to such matters as weights and measures and material objects, 
but it permeates most fields of human activity. Folkways, taboos, moral codes, 
ceremonies, religious rituals, educational procedures, social and business customs, 
industrial practices and law itself, are all forms of standardization. Language 
is the most important example of standardization that man has brought about. 
Words are sounds whose meanings have become established and so form our 
principal means of communication. The main use of the term standardization is, 
however, in connection with technology, industry and business, their products 
and processes. Encyclopaedia Britannica, Volume 21, “Standardization,” p. 305 

Standardization of a product essentially is the creation of a unt- 
form classification. In turn, classification is essentially definition. 
anda 


’ 


While the Act seems to make a distinction between a “definition’ 
“standard” of identity, it seems to the writer that the two terms mean 
basically the same thing. In other words, in fixing a definition and 
standard of identity, we are writing a socially enforceable rule which 
defines or identifies the product which legally may be sold. The legal 
corollary is that the rule is invalid if it is ambiguous or meaningless. 
(At least one Federal official has recognized the legal need for precision 
in order to have a valid standard. See, Callaway, “Current Problems in 
Formulating Food Standards,” 2 Foop DruGc Cosmetic LAW QUARTERLY, 
124, 130 (1947).) 

Any thinking person realizes that a reason for the particular rule 
or standard must exist. It 1s an old legal axiom that, when the reason 
for a rule fails, the rule itself fails. The raison d’etre for an industrial 
standard, such as a food standard, is to give certainty of product, or, 
as said so often, to maintain “the integrity of food products” (Federal 
Security Administrator v. Quaker Oats Company, 318 U. S. 218 (1942)). 
Even more important, however, such certainty or “integrity” will tend 
to remove controversies between buyer and seller over matters such 
as conformity of the product with sales representations. It is a recog- 
nition that, in our more complex civilization, the old doctrine of caveat 
emptor is outmoded, The added certainty, as a general proposition, 
tends to aid both the seller and the buyer to the extent that sources 
of controversy are eliminated. 

The process of standardization of a product is therefore the act 
of carving from a congeries of custom, usage, prejudices, needs, and 
practicalities, a workable rule for that product, where none before 
existed, in order to give certainty to our daily transactions in the 
product. It is essential to bear in mind, however, that a standard is 
valid only as long as it remains dynamic and open to change as the 
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underlying bases change. When these changes occur, the standard 
no longer maintains the “integrity” of the product. Stagnation of 
industry, mediocrity of product, and an ultimately undesirable rule 
will result from any mental attitude which regards any standard as 
permanent, which gives too much emphasis to precedent, or which 
requires over-meticulous proof of the need for a change. 


Important Criteria for a Definition and Standard of Identity 


It has long been realized that the Federal Food, Drug, and Cos- 
metic Act has the dual character of protection of public health and of 
regulation of food composition in the economic interest of consumers. 
The several Congressional committee reports in the legislative history 
of the Act make clear that the primary purpose of a definition and 
standard of identity is to prevent “economic adulteration,” a wholly 
different question from problems of physical health (See, Dunn, Federal 
Food, Drug, and Cosmetic Act, pp. 118, 245, 480, 553, 819). 


While the purposes of identity standards under the Act are plain, 
no specific criteria for formulation of such a standard are found in the 
Act itself. The only statutory guide to be found is the overriding 
requirement of Section 401 that the standard shall be “reasonable” and 
that the establishment of a standard “shall promote honesty and fair 
dealing in the interest of consumers.” One further indirect guide is 
found in Section 402, which states in general terms when a food is 
adulterated. Section 402 is only an indirect guide, however, because, 
while defining adulteration in general terms, it does not, and could not 
as a practical matter, state when a food is not adulterated. Therefore, 
the Act does not in any place give any definite criteria for “reasonable- 
ness” of a standard. These criteria were left to be developed by the 
administrative process on the basis of the facts of the particular 
situation (See Callaway, “Current Problems in Formulating Food 
Standards,” 2 Foop Druc Cosmetic LAw QuARTERLY 124 (1947); 
Austern, “The Formulation of Mandatory Food Standards,” 2 Foop 
DrucG Cosmetic LAw QuaRTERLY 532 (1947)). 


Because of the purpose of the Act, and of food standards under the 
Act, the issues in an identity standard proceeding fall into two broad 
groups: (1) questions of the physical wholesomeness of the ingredi- 
ents; and (2) questions of the economic impact of the various proposed 
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limitations. Sometimes these ovérlap in a given situation, as in the 
case of chemicals in bread. 


No responsible food manufacturer wishes to produce a harmful 
product. Questions which are limited solely to the physical whole- 
someness of ingredients therefore do not cause serious controversies 
over purpose or objectives. These are truly scientific questions to be 
decided on the basis of impartial scientific investigation. In this area, 
disputes, if any, will tend to arise only over the scientific conclusions 


, 


drawn from the scientific investigation of the facts. 


The situation is far different when we enter the area of the 
economic effect of the proposed rule, and when we begin to weigh and 
compare the relative merits of one ingredient against another, or of 
one manufacturing process against another, in order to determine 
where the line should be drawn. Perplexing problems occur and deep- 
seated disputes arise because of the highly significant effect, in dollars 
and cents, of the legal proposition that no food can be sold at all which 
does not conform to the standard of identity. When the economic 
effect of a standard can literally involve millions of dollars, a question 
wholly separate from public health, it is incumbent upon the Federal Secu- 
rity Administration to be forthright in recognizing these economic issues. 


9 46 


“Economic adulteration,” “purity,” and “integrity of the product” 
are relative terms having concrete meaning only when measured 
against a point of reference. In fixing a definition and standard of 
identity, we are fixing such a point of reference where none before 
existed. To fix the point or to draw the line, we must necessarily 
plunge into the morass of past practice, current developments, custom, 
usage, prejudices, human tastes, competitive needs, and practical limi- 
tations from which to dredge the solid land of a certain rule. 

To what criteria then should we look ? 

It seems to the writer that the following items form the basic 
material from which the mandatory standard should be drawn. 

1. Description of the composition of the product as currently pro- 
duced. This, in the case of an established product, is a fairly accurate 
measure of consumer expectation. 

2. Description of all ingredients in the product, with an explana- 
tion of their function. 
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3. Description of any differences in a product where different op- 
tional ingredients may be used, so that appropriate labeling may be 


developed to prevent consumer confusion. 

4. Where a particular ingredient does not affect the use or taste 
or appearance or nutritional value of the product, development of such 
facts, since label disclosure should not be necessary under those circum- 
stances. 

5. Where the ingredient is not a natural ingredient, description of 
its wholesomeness and function. 

6. Description of the extent of usage of each ingredient. (Ina 
pending case, one optional ingredient was tentatively omitted from the 
standard due to industry failure to advocate the ingredient, even though 
Food and Drug Administration witnesses had testified in favor of the 
ingredient.) 

7. Description of the established terminology for the particular 
product. 

8. Description, as far as possible, of current improvements being 
considered for the product. 

9. Description of the technological requirements and limitations 
in processing. 

10. Wherever feasible, direct description from consumer surveys 
of consumer expectation and acceptance of the particular product. 

11. Wherever important, description of the food manufacturer’s 
need to supply all economic levels of consumer demand. 

12. Wherever important, description of the economics of process- 
ing a food without financial loss. 

13. Wherever important, description of the competitive relation- 
ship of the particular product with other foods. 

14. When the particular product is being indirectly measured 
against another different product, examination of whether such extrin 
sic measure is proper. For example, in the frozen fruit hearings, a 
decided tendency existed on the part of government witnesses to 
compare frozen fruits with fresh fruits, which are exempt from 
standardization. 

15. Description, as far as possible, of the best way to enforce the 
proposed rule, or, conversely, demonstration that the proposed rule is 
unenforceable. The Administration’s position seems to be that 
enforceability is not an issue in a standard proceeding. The writer 
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strongly believes that enforceability is an essential criterion for a valid 
rule, since the purpose of the rule is to govern daily action under 
threat of penalties for violation. An unenforceable rule is worthless 
(See, Austern, “The Formulation of Mandatory Food Standards,” 2 
Foop Druc Cosmetic LAw QuarRTERLY 532, 557 (1947)). 


These facts should be marshaled and evaluated on the basis of 
the purpose of a standard, the need for a standard, the need for flexi- 
bility in daily production, and the limits on the statutory authority of 
the Federal Security Administrator. 


Some may consider that these points overemphasize the economic 
features of food standards of identity. The writer suggests, however, 
that a straightforward meeting of the underlying economic questions 
should bring into fair, open discussion the economic problems which 
all too often have seemed to lurk in the background in a standards 


hearing. 


Suggestions Concerning Present Procedure 


national standardizing bodies and other experienced groups take great 
pains that each standard shall represent a concensus of those concerned with its 
subject matter. This is accomplished by direct representation of all interested 
groups upon the committee charged with the formulation of the standard. Each 
technical committee, made up of representatives of all interested groups, is essen- 
tially a miniature legislature, organized upon an industrial rather than a geo- 
graphical basis. 

It is instructive to compare this co-operative method with the common-law 
and the statute-law methods of establishing law, which is a basic type of social 
standard. The common law has been one of the strongest and most tundamental 
forces in Anglo-Saxon civilization. Its slow, evolutionary growth has made pos- 
sible so perfect an adjustment to the conditions with which it developed, that 
few forms of social control have exceeded it in power and effectiveness. Perhaps 
only the control exerted by folkways has been more powerful. Legislatures have 
) 


largely replaced the common-law method of law making. In the legislature, 


powers and problems become so pyramided into national political systems that 
most specialized systems get lost. . . . The significance of the consensus prin- 
ciple lies in the fact that it is more flexible than the legislative method and that 
it has much of the strength of the common law method. Its simple directness 
gives it the vitality of elementary government 

(uestions settled by decree often do not stay settled because they have not 
been solved, but only decided. On the other hand, in the process of setting up a 
standard by means of the consensus principle, controversial matters usually are 
threshed out, often with the aid of research, until a solution, and not merely a 
compromise, is reached. Encyclopaedia Britannica, Volume 21, “Standardization.’ 
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The Federal Food, Drug, and Cosmetic Act, with its requirements 
of a public hearing, substantial evidence of record, and detailed find- 
ings of fact, of course, sets a procedure more rigid and demanding than 
the procedure described generally in the quoted passage. But, these 
more formal legal requirements under the Act are not inimicable to 
the “consensus principle.” In fact, this principle was in mind when 
President Roosevelt, in urging passage of the Act, said a law was 
needed to “provide for a cooperative method of setting standards” 
(See, House Report 2755, Seventy-fourth Congress, Second Session, 
reprinted in Dunn, Federal Food, Drug, and Cosmetic Act, p. 551). 

It is regrettable, but true, that at times a feeling exists that the 
Administration, in establishing standards, is acting more by decree 
than by the consensus principle. Many reasons, of course, underlie 
this feeling, such as the conflicting economic interests, tendency to 
partisanship by all groups, and the trial court tactics employed at 
times. The point is, however, that better standards can probably be 
set if the consensus principle were followed more closely by all 
interested groups. 

This principle could be put into effect at several different stages 
of the proceeding. 

First, the meetings of the Food Standards Advisory Committee 
with the industry and the public could be made more productive. The 
writer has participated in these meetings where industry views have 
been presented without any reciprocal expression from Administration 
representatives. A reluctance to talk freely for fear of later being held 
to certain statements is understandable. It is not, however, conducive 
to developing a standard on the consensus or cooperative principle. 
The writer believes that both industry and government representa- 
tives should be made to feel that the meeting is for the purpose of fair 
exchange of ideas on a preliminary basis, and that the meeting should 
be conducted accordingly without fear of later charges of inconsistency 
or binding representations. 

With such a free exchange, a better basis would exist for charting 
any necessary research or investigation to solve particular problems 
and to develop evidence for the final public hearing. 

Second, more emphasis should be given to developing a prehearing 
conference procedure to narrow areas of disagreement and to develop 
points of agreement so that the hearing can be shortened and expedited. 
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The writer realizes that this suggestion involves difficulties because 
legally the number of interested parties is theoretically unlimited. As 
a practical matter, however, with adequate publicity, it would seem 
that the number of interested parties could be identified sufficiently in 
advance of the hearing to permit prehearing conferences for this purpose. 


Another factor is the intangible requirement that success of such 
a procedure would require fair discussion by the parties. Yet, in com- 
plicated civil cases, the pretrial conference procedure has worked well, 
and it seems reasonable to believe that a similar procedure could De 
developed for standards hearings. 

The writer, as well as other lawyers, has previously advanced this 
suggestion informally, It is therefore gratifying to note that Dr. 
Dunbar has recently indicated at least some approval of this idea (See, 
Dunbar, “The Evolution of Regulatory Policies,” 5 Foop DruG CosMEtic 
Law JourNAL 631, 639 (1950) ). 


Third, an opportunity should be afforded for oral presentation to 
the Federal Security Administrator in person after submission of 
exceptions and briefs to the tentative order, and before issuance of the 
final order. 

Several reasons exist for this suggestion. Everyone knows that 
the Administrator is charged with the final responsibility of decision, 
but that, in fact, he cannot personally give his time and attention to all 
points. The numerous details and decisions must be and, in fact, are 
delegated to subordinates, whose conclusions are then reviewed by the 
Administrator. 

Due to personnel and budgetary limitations, the government per- 
sonnel reviewing the record after hearings are frequently the same 
individuals who prepared the proposed rule, and who supported it as 
trial counsel and witnesses at the hearing. In practice, therefore, the 
functions of prosecution, expertism, and decision are not separated, and 
important decisions are made on this intermingled basis after the hear- 
ing under theories and points as to which the interested parties can- 
not be heard. 

The writer is not suggesting that this procedure is improper under 
the Administrative Procedure Act, which clearly contemplates such 
delegation in quasi-legislative proceedings. Inevitably, however, the 
posthearing consideration by the government personnel will raise 
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points not considered in written briefs or exceptions. The interested 
parties should have an opportunity to answer these points. 

Even more important, oral presentation to the highest deciding 
official permits emphasis and expansion of important points on a first- 
hand basis. Lawyers generally recognize the value which oral argu- 
ment has in supplementing the points of a written brief. It is believed 
that exposure of the highest deciding officer to the direct oral argu- 
ments of the interested parties would have salutary effect both in 
counteracting any natural tendency of subordinates to insist on their 
original positions, and in creating industry confidence in the standard- 
making proceeding. 

Fourth, some procedure to expedite decision after hearing seems 
required. The Administration is, of course, under a heavy burden with 
limited personnel. The various legal requirements, the long records, 
and personnel problems have combined to cause long delays between 
the close of the hearing and the issuance of a tentative order, For 
example, in the Frozen Fruit case, the tentative order was not issued 
until two years, two months, and three weeks after the close of the 
hearing. These long time lapses mean that the record, and therefore 
the standard, tends to become out of date even before issuance, since 
the food industry is a dynamic, not a static, industry. 

A possible solution would be to provide that the tentative order 
could be issued by the Food and Drug Commissioner, without any 
review or consideration by the Federal Security Administrator. There- 
after, exceptions and written briefs could be filed concerning the tenta- 
tive order. These would be studied by the Administrator, after which 
oral argument would be held before the Administrator, who would then 
issue the final order. Relieving the Administrator from the burden of 
studying the tentative order could substantially speed up the rule- 
making process. 

Finally, attitudes of mind and approach to a problem are always 
important. The increased effort to reinforce the economic significance 
of standards of identity suggests the possible need for a reorientation 
of attitudes both by industry and government. 

As implied earlier in this article, it would be helpful if the Adminis- 
tration, and particularly its witnesses, would state fairly at the hearing 
the underlying economic concepts which support the particular pro- 
posal. The present emphasis is on the scientific testimony. The writer 


December, 1950 


Page 832 Food Drug Cosmetic Law Journal 

















believes, however, that the economic issues are at least as important 
as the scientific issues. 


A corollary to this suggestion is that a Food and Drug Adminis- 
tration scientist should not restrict himself to testifying merely that a 
proposed rule is “reasonable” and expect to have such a bald conclusion 
accepted as substantial evidence. Such a conclusion should be sup- 


ported by specific reasons and facts. 


Further, with all due respect to the government scientists, it is 
established that an expert on one subject is not necessarily an expert 
on all subjects. A scientist who proffers an opinion on all of the com- 
plex economic problems by characterizing a rule as “reasonable” should 
be shown plainly to be qualified to render an opinion on economic 
matters, and should specifically support his conclusion (See, 2 Wigmore 


As far as possible, it would be helpful for both industry and gov- 
ernment experts to avoid partisanship as much as possible. Dean 
Wigmore makes the reason clear when he states that partisanship 
reduces the value of experts because it is in conflict “with that ideal of 
impartiality and truth which is naturally associated with abstract 
scientific truth” (2 Wigmore on Evidence, Section 563). 


Conclusion 


The increasing importance of definitions and standards of identity 
for food suggests that more emphasis should be placed on the consensus 
principle of setting standards. Both government and industry should 
be ready, willing, and able to face deep economic problems and scientific 
questions by presentation of facts and fair, open argument. [The End] 


William J. Miller 


William J. Miller, former United States Representative, 
recently passed away. Mr. Miller was the author of the basic 
Miller amendment of the Food, Drug, and Cosmetic Act. 
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The Pharmacopoeia 


and 


ENFORCEMENT 


SECTION 201 (g) OF THE ACT DEFINES “DRUGS” AS ALL ARTI- 
CLES RECOGNIZED IN THE PHARMACOPOEIA—GIVING IT THE 
RESPONSIBILITY OF SETTING UP LEGAL REQUIREMENTS. 
THE U. S. P.. SAYS THE AUTHOR, MORE THAN PROVIDES 
APPROVED LISTS, IT HAS AN AUTHORITATIVE ROLE 





OME OF YOU, particularly those who are new and have not 
previously served on the Revision Committee, may wonder what 
relationship pharmacopoeial revision has to legal enforcement. 

The answer lies in the intent of Congress, expressed in the words of 
the Act itself. In defining the term “drug,” Section 201 (g) of the Fed- 
eral Food, Drug, and Cosmetic Act includes, among others, all articles 
recognized in the official United States Pharmacopoeia or any supple- 
ment to it. By this all-inclusive definition, all of the statutory provi 
sions relating to adulteration or misbranding of drugs automatically 
become applicable to each and every item defined in the current revi 
sion of the Pharmacopoeia. To put it another way, the law delegates 
to the Pharmacopoeial Committee the responsibility for setting up 
legal requirements for all drug items included in this official com- 
pendium and, in advance, gives Congressional approbation to the deci 
sions of this committee as they relate to the identity, strength, quality, 


and purity of these drugs. 


Objective of Pharmacopoeia 
In the preface of the Fourteenth Revision, we find this relatively 
obscure statement under the heading, ““The Pharmacopoeia—A Therapeutic 
Guide,” 
This paper was presented at the Organization Meeting 


of the United States Pharmacopoeia Revision Com- 
mittee at Hotel Statler, New York, N. Y., September 22 


Page 834 Food Drug Cosmetic Law Journal—December, 1950 














The Pharmacopoeia is universally recognized as a book of standards and is an 
essential instrument in the enforcement programs of Federal and state “food, 
drug, and cosmetic” legislation, but it should be emphasized again that the pri- 
mary objective of the founders of the Pharmacopoeia was to have each revision 
supply the medical profession with an approved list of the best-known and the 
most important medicines and medical aids available at the time of each Revision. 
This objective is still the first service the Pharmacopoeia endeavors to render. 
To my way of thinking, this statement of objective is incomplete and 
too modest in the light of the materially changed conditions since the 
first Pharmacopoeial Convention assembled in Washington on Janu- 
ary 1, 1820. While the Pharmacopoeia’s first purpose is still to supply 
an approved list of the best known and most important medicines and 
medical aids available, it now has in addition an authoritative role and 
responsibility. It must provide the fundamental conditions for a 
virtual guaranty that these medicaments and aids, as offered to practi- 
tioners, are in fact what they purport to be, and where the Pharmacopoeia 
specifically provides, that they are packaged and labeled as prescribed. 
Prior to 1906, the only assurance the physician had regarding the 
integrity of items comprising the adopted list was the compounder’s 
conscience and the care voluntarily exercised in their manufacture and 
control. Today the Revision Committee not merely sets up standards, 
but in effect is called upon so to set up these standards that, on the one 
hand, they can be accurately met by the pharmaceutical manufacturers 
who prepare these products, and, on the other hand, they can be effec- 
tively enforced by the Food and Drug Administration on the Federal 
level and by the comparable state and local enforcement agencies in 
their respective jurisdictions. Against this background the medical 
profession can prescribe official drugs with full confidence that the 


By C. A. HERRMANN 
CHIEF, NEW YORK DISTRICT, 


FOOD AND DRUG ADMINISTRATION 
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articles dispensed will have the strength, quality, and purity to produce 
the desired therapeutic effects. 


Section 501 (b) 

That this responsibility was intended by the Congress in setting 
up the Federal Food, Drug, and Cosmetic Act of 1938, is further 
emphasized in Section 501(b) relating to the adulteration of drugs. 
This section declares that a drug shall be deemed to be adulterated, if 
it purports to be or is represented as a drug the name of which is 
recognized in an official compendium, and its strength differs from, or 
its quality or purity falls below, the standard set forth in such com- 
pendium. It provides that the determination as to such strength, 
quality, or purity shall be made in accordance with the tests or methods 
of assay set forth in such compendium and then makes an important excep- 
tion. Whenever tests or methods of assay have not been prescribed 
in the compendium, or whenever such tests or methods as are pre- 
scribed are, in the judgment of the Federal Security Administrator, 
insufficient for making a determination of conformity, the Administra- 
tor is charged with the responsibility of bringing such facts to the 
attention of the appropriate body concerned with the revision of the 
compendium; and if that body fails within a reasonable time to pre- 
scribe tests or methods of assay which, in the judgment of the Adminis- 
trator, are sufficient for purposes of this paragraph, then the Administrator 
is not only authorized but directed to promulgate regulations prescrib- 
ing appropriate tests or methods of assay in accordance with which a 
proper determination of strength, quality, or purity can be made. This 
section is intended not only to give sanction to the Pharmacopoeial 
Committee’s conclusions when they do set up proper standards of 
strength, quality, and purity, but also to give assurance to the medical 
profession, to the pharmaceutical industry, and to the public at large 
that there will be adequate ways and means of determining compliance 
with standards of official drugs by appropriate tests and methods of 
assay, should the Pharmacopoeial Revision Committee ever fail to pro- 
vide them. With your revised policy of more frequent publication of 
new revisions and of issuance of supplements between revisions, it is 
difficult to visualize that any such contingency will arise, particularly 
in view of the splendid cooperative relationships which have existed 
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in the past between the Food and Drug Administration and the Revi- 
sion Committee under the able guidance of Dr. Cook. No one has any 
doubt but that these relationships will be continued and, if anything, 
improved under the directorship of Dr. Miller, who, incidentally, because 
of his association during several years with the Food and Drug 
Administration in its law enforcement activities, is particularly well 
informed as to the practical aspects of the subject under consideration. 


Unenforceable Provisions 


Instead of limiting my comments to statements of abstract prin- 
ciples, it might be well to refer to a few concrete examples to illustrate 
the importance of precise and adequate Pharmacopoeial provisions in 


the enforcement of the Food, Drug, and Cosmetic Act. 


You all recall the fairly recent litigation on the issue of the clarity 
of solutions intended for parenteral administration. The net result 
was, essentially, the establishment by expensive legal process in Fed- 
eral court that the Pharmacopoeial Committee’s standard in the Thirteenth 
‘substantially free of any 


‘ 


Revision, requiring such products to be 
turbidity or undissolved material” was unenforceable. 


Another example. The Thirteenth Revision, under the heading, 
“Containers for Injections,” on page 630, had this requirement: 

A container of multiple doses, designed to permit the withdrawal of succes- 
sive volumes-on different occasions, must be closed with a suitable rubber cap or 
other suitable closure. 

The vague alternative “or other suitable closure” was interpreted by 
some manufacturers to include screw caps, and in our enforcement 
operations we came upon containers of bismuth salicylate for intra- 
muscular injection which had such screw caps as closures. In spite 
of the fact that the physician found it practically impossible to main- 
tain the sterility of the remaining solution after withdrawals of suc- 
cessive doses on different occasions, the ambiguous language was a 
handicap in securing abandonment of this type of closure through legal 
action under the Food, Drug, and Cosmetic Act. This difficulty has 
been remedied in the Fourteenth Revision, which now requires that 
closures for multiple-dose containers must permit the withdrawal of 


the contents without removal or destruction of the closure. 
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Legal Aspects 


Unless the Pharmacopoeial Revision Committee has in mind the 


legal aspects as well as the scientific aspects of Pharmacopoeial Revi- 
sion, difficulties are bound to ensue. For example, on page 549 of the 
current Fourteenth Revision, in the monograph for Anticoagulant 
Sodium Citrate Solution, three different products are defined, namely, 
the “Non-sterile Solution,” the “Sterile Solution not for Parenteral 
Use,” and the “Sterile Solution for Parenteral Use.” In all three the 
quantity and proportion of sodium citrate is the same. However with 
respect to Number 3 (the Solution for Parenteral Use), there is a con- 
trolling subparagraph entitled “Variation in Content of Sodium Citrate,” 
which permits the sodium citrate content to be changed ad libitum and 
sets up the requirements when such change has been made. These 
are: (1) that the article must conform to all the other requirements, 
physical properties, and tests; (2) that the label must indicate the 
percentage or quantity of sodium citrate per unit volume; and (3) that 
the content of sodium citrate be not less than 92 per cent and not more 
than 108 per cent of the labeled amount. 


It seems that the desirability of the second provision is open to 
question, Although it requires the percentage or quantity of sodium 
citrate per unit of volume to be declared, physicians generally may not 
remember from time to time the percentage of sodium citrate in previously 
used solutions and may readily assume that one U. S. P. Anticoagulant 
Sodium Citrate Solution Number 3 is identical with any other Anti 
coagulant Sodium Citrate Solution Number 3. It would seem desirable 
at least to modify this provision so that any deviation in sodium citrate 
content from the customary strength specifically listed would be 
required to be declared in conformity with the so-called “Variation 
Clause” in Section 501(b) of the Food, Drug, and Cosmetic Act. Such 
declaration would appear not necessarily in terms of percentage or 
quantity of sodium citrate per unit of volume but in a manner that 
would show clearly the nature and extent of the deviation from the 
official formula as, for example, “Differs from the U. S. P. formula in 


> or “Differs from the 


that it contains only 3/5 as much sodium citrate,’ 
U.S. P. formula in that it contains 15 grams of sodium citrate per liter 
instead of 25 grams.” Such a label statement would immediately 
inform the physician of the nature of the article as compared with the 
conventional strength. 
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The monograph for Absorbable Surgical Suture, on page 597, 
states: “In no case shall any measurement vary more than the required 
diameter of the size next above or below.” There is no definition in the 
text of “required diameter” of the sizes above and below, but for each 
size there is stated a minimum and a maximum diameter. What is 


meant by “the required diameter”? How does the specification “above 


or below” apply to size 7-0, the thinnest, and size 7, the thickest? 


Numerous examples could be cited from previous revisions to 
illustrate ways in which vague or indefinite requirements or incon- 
clusive chemical tests were changed to clear-cut workable directions. 
Thus the U. S. P. X designation “not darker than pale amber” in the 
test for carbonizable substances in liquid petrolatum has been sup- 
planted by a definite color standard; the unsatisfactory U. S. P. XI 


’ 


test for carbon monoxide in nitrous oxide and oxygen has been changed; 
the inaccurate method for phenobarbital tablets in U. S. P. XII has 
been corrected; and the faulty directions in U.S. P. XIII for ointment 


of yellow mercuric oxide have been changed in U.S. P. XIV. 


Responsibility of Revision Committee 
The Revision Committee is, in effect, a legislative body for setting 
up legal drug standards. It should bear that fact in mind in all of its 
operations. Upon its success in carrying out this responsibility depends 
the well-being of the sick and the well, the old and the young, the 
civilian, and the man in service. They all must rely upon the standards 
of identity, strength, purity, and quality of U. S. P. products. 


[The End] 


Notices of Judgment 
The Federal Security Agency has issued the following 
Notices of Judgment under the Federal Food, Drug, and Cos- 
metic Act: Foods Nos. 16201-16250, issued October 1950, 
16251-16300, issued November 1950; Drugs and Devices Nos. 
3121-3140, issued October 1950, 3141-3160, issued November 
1950. 
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The Pharmaceutical Visa Problem 
in France 


BY WALTER J. DERENBERG 
ASSOCIATE PROFESSOR OF LAW, 
NEW YORK UNIVERSITY 


ATTENTION IS CALLED TO THE PLAISANT BILL NOW 
PENDING IN FRANCE, WHICH, IF PASSED, SAYS THE 
AUTHOR, WILL REMEDY THE VISA LAW PROBLEM 











OR SOME TIME PAST, American drug manufacturers as well 
E: other prominent pharmaceutical drug houses outside France 

have been greatly concerned about the discriminatory effects which 
have resulted from the administration of the French Visa Law of 
September 11, 1941, as amended in 1946. So numerous have been the 
complaints made to the American Embassy in recent months about the 
effect of this law that our State Department has recently raised the 
question with the French authorities as to whether this legislation 
might not be considered in violation of the provisions of the Inter- 
national Convention for the Protection of Industrial Property, as last 
revised in London in 1934, of which both France and the United States 


are members. 


While no final action has thus far been taken with regard to legis- 
lative changes, it is most encouraging to report that the views and 
efforts of our State Department are fully shared by the vast majority 
of responsible drug and pharmaceutical manufacturers in France. A 
bill was recently introduced in the French Assembly which warrants 
much more attention than it has thus far received by American phar- 
maceutical interests. During his recent visit in Paris, the writer had 
occasion to discuss the problems involved thoroughly with Dr. Prevet, 
the distinguished President of the National Organization of Drug 
Manufacturers (Chambre Syndicate Nationale des Fabricants des 
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Produits Pharmaceutiques) and was specifically asked 
to bring the pending bill and its significance to the 
attention of all those whose interests are affected by 
the French Visa Law of 1941. 

The bill referred to was introduced on July 27, 
1950, as Number 567, by three distinguished senators. 
One of the proponents and sponsors of the bill is Marcel 
Plaisant, one of the outstanding experts in the field of 
international protection of patents and trade-marks. 


In order fully to understand the implications of 
this proposed statute, which is now generally referred 








to as the Plaisant Bill, it would seem necessary to 





outline in brief the present status of the visa problem. As is customary 
in France, the Plaisant Bill as printed is preceded by a very 
concise and clear introductory statement explaining the background 
and purpose of the bill; the following explanations are in part 
based on this statement of legislative intent. This statement in 
turn, however, relies heavily on a report rendered three months earlier 
by Dr. Prevet entitled “Elements of a National Law with regard 
to Pharmaceutical Specialties.” This report has been published in 
book form under the title Derniers Propos Pharmaceutiques, Librairie 
du Recueil Sirey, 22 Rue Soufflot, Paris, 1950, only a few weeks before 
the Plaisant Bill was introduced. 

The present operation of the visa statute may be briefly outlined 
as follows: Under an old French decree of August 16, 1810, pharma- 
ceutical products not only were patentable but were also made subject 
to approval by a special commission before they could be offered to 
the public. However, the law of July 5, 1844, which is the basic French 
patent law, excluded all pharmaceutical products from the benefit of 
patentability and abolished all government control over new drug 
products and applications. The reason for this change appears to have 
been a realization that the issuance of patents for pharmaceutical 
products would give to such products a false aura of official sanction, 
while as a matter of fact, no examination with regard to the novelty 
or effectiveness of pharmaceutical products had taken place. It must 

The views expressed herein are those of Mr. Derenberg 
and do not necessarily reflect the views of the Patent 
Office, with which he has served as Trade-Mark Counsel 
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be recalled that even today the French patent law is not based on a 
system of thorough pre-examination such as prevailed in the United 
States. Patents are issued without regard to the prior art or the merits 
of the invention which will be ultimately tested in court. 


It was recognized, however, in later years, that the withholding of 
all patent protection would not have the desired result but in turn 
would lead to two conspicuous disadvantages: On the one hand, such 
a state of affairs continued to permit irresponsible manufacturers to 
flood the pharmaceutical market with products often detrimental to 
the public health and, on the other hand, it discouraged the efforts of 
scientists and research workers who failed to get any reward for their 
scientific accomplishments. 


Visa Act of 1941 


It was not until 1941, that the situation was changed with regard 
to the former aspect by the enactment of the so-called visa statute; 
while with regard to the latter aspect, the encouragement of scientific 
research, an amendment to the patent statute was passed in 1944, which 
for the first time, and to a limited extent only, provided for the issuance 
of patents not for pharmaceutical products themselves but for new 
processes in the developing and manufacturing of such products. As 
will be immediately shown, the visa statute and the present patent 
statute appear to be practically irreconcilable, and it has now become clear 
that the visa statute of 1941, in its desire to introduce administrative 
controls for the protection of the public health, has at the same time 
introduced in the form of the visa a new substantive or quasi-substan- 
tive private right whose exercise frequently conflicts with the basic 
principles of national and international protection to which patent 
owners and trade-mark owners are entitled. This was not true of the 
Visa Act of 1941, as originally passed. The law in that form merely 
provided for approval by a governmental agency before permitting the 
offering for sale of new pharmaceutical specialties to the public, similar 
to the procedure followed in the United States under the Food, Drug, 
and Cosmetic Act of 1938 for new drugs. However, the so-called 
Technical Committee in charge of the administration of this act soon 
adopted certain very strict and rigorous rules and regulations concern- 
ing the issuance of the visa. The viewpoint adopted in these regula- 


Page 842 Food Drug Cosmetic Law Journal—December, 1950 








tions eventually formed the basis of the Act of May 22, 1946, which 
for the first time confers upon the applicant for the visa certain sub- 
stantive private rights. These are, as is now widely admitted, out of 
harmony with well recognized principles of patent and trade-mark law. 


Law of 1946 


Under the law of 1946, there was in effect established a pre 
examination with regard to the novelty of any pharmaceutical specialty 
for which a visa is sought. If the Committee is satisfied that the 
applicant for the visa has presented a hitherto unknown pharmaceutical 
product, the grant of the visa presently confers upon such applicant the 
following two highly important substantive rights: (a) He alone may 
for all time offer the product under a trade-mark as distinguished from 
the scientific name of the product, and (b) he alone may for a period 
of six years commercially advertise the product; after the end of the 
six-year period, visas may be granted to others but the product may 
then be offered on the market by these others solely under the scientific 
name of the product followed by the name of the manufacturer. In 
other words, not the person who actually originated or invented or first 
introduced the product in a foreign country is entitled to introduce the 
drug commercially and under a trade-mark in France, but the person 
who makes the first application for the visa will get this privilege 
simply because of the fact of his first registration regardless of the 
manner and method by which he may have secured knowledge of 
the product. It is true that so-called products sous-cachet may be pro- 
duced by others even during the six-year period, but no publicity what- 
ever may be given to such products. (The term sous-cachet defies trans- 
lation, It literally means “under seai”: its legal significance consists in 
the fact that such products may be traded in only under the officially 
designated generic name without any commercial advertising whatever.) 


According to Dr. Prevet, the law of 1946 is so strictly interpreted 
by the Technical Committee that a second visa is refused not only to 
the manufacturer of a similar product but also to a product constituting 
a combination of the product for which a visa has issued and another 
product. Only the holder of the first visa is entitled in such cases to 
ask for extensions and then only on condition that the generic name 
of the added substance be used in addition to his own trade-mark so 
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that no new trade-mark may be used for such combination. In criti- 
cizing this system of conferring such broad substantive rights upon 
the first applicant, Dr. Prevet has said: 

Moreover, chemical experiments are necessary and no one can ever be assured 
that the know-how and result of such research be kept secret; informed of such 
studies a competitor who has become interested in the same product and who may 
operate through a larger organization could easily prepare the necessary papers 
for the government and deposit them first. Thus, the real originator of the 
therapeutic novelty finds himself injured. 

It may be true that the so-called register of priority (Registre 
d’antériorité) served to some extent to obviate such hardship by per- 
mitting deposit of the product before it has been definitely developed 
to the point that a complete application can be filed, as long as the 
deponent will file his complete case within a six-month period. But 
it has been suggested that by introducing such register a deposit of 
more therapeutic ideas has been encouraged, and that only too often 
thorough research and careful analysis has been sacrificed for the pur- 
pose of enabling the applicant to file his final papers within the six- 
month period. There has been a number of recent cases in which 
American, British, and other drug manufacturers have thus found 
themselves deprived of the right commercially to introduce in France 
their newly developed products under their established trade-marks 
merely because an interloper may have first secured knowledge of the 
novelty in France and may have surreptitiously secured the visa, 
thereby depriving the foreign manufacturer of the right to use his 
established trade-mark in France and to advertise the product under 


that name. 
Imperial Chemical Industries Case 


One such case ' has recently received considerable publicity and is 
typical of the present situation: The well-known British concern, 
Imperial Chemical Industries, had after much research produced a new 
remedy against malaria which was called “Palludrina,” which had been 
widely advertised and distributed abroad under that name since 1945. 
Moreover, this trade-mark was registered in France, in 1946, and a 


patent application for the process of manufacturing the product was 


‘Imperial Chemical Industries Limited 167. See also the most interesting comment 
et Imperial Chemical Pharmaceutical In- on this decision by Mr. Plaisant, p. 166, 
dustries c. Laboratoires Delagrange, Paris, entitled ‘‘Notion international de la concur- 
Tribunal de commerce, 29 juillet 1949, La rence deloyale."’ 

Propriété Industrielle, Oct. 1949 issue, at 
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also filed in France at the same time in accordance with the 1944 
amendment to the French patent law, to which reference has previ- 
ously been made. When, however, Imperial Chemical sought to obtain 
the visa to introduce the product under the name “Palludrina” in 
France, its application was rejected by the French Ministry of Health 
on the ground that in the meantime a French firm had acquired 
knowledge of the British product and had obtained a visa for introduc- 
ing it in France commercially under the name “Diguanyl.” Indeed the 
French concern after having obtained the visa and apparently being 
unable actually to manufacture the product in France had contacted 
the British firm with a request to be supplied with the product from 
England. Thereupon, Imperial Chemical brought an action before the 
Civil Court of Paris against the French visa owner on the ground that 
the issuance of the visa violated the International Convention of 1883 
and constituted an act of unfair competition which under Article 10 of 
the Convention should be enjoined. The lower court decided in favor 
of the British firm, finding the French firm guilty of unfair competition 
and referring the parties to a master for determination of the amount of 
damages to be paid to the British firm. As of the present time, the 
case has not been finally decided, but the drug industry in France itself 
has taken steps seeking to remedy the situation by legislative amend- 
ment as soon as possible. 


Suggested Modification of Law 


While it seems that complete abolition of the visa requirement and 
elimination of all governmental control over new drugs would be 
neither practically desirable nor within the realm of actual realization, 
the suggestion has been made, not only by our State Department but 
by interested business circles in France itself, to modify the existing 
law by providing for the issuance of a second visa to the true originator 
of the product and to amend the 1946 law so as to make certain that 
the rights of the visa owner are subordinate rather than superior to 
trade-mark or patent rights previously acquired by the originator of 
the product or his assignee. This proposal would certainly appear 
much preferable to one which would provide for the issuance of com- 
pulsory licenses by the visa owner to all other interested parties, 
including the originator of the product himself. It seems clear that it 
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would rather impair than improve the existing situation if the powerful 
weapon of granting a compulsory license be given to the visa owner 
as a reward for his having filed the first application, irrespective of his 
actual contribution to science and therapeutic progress. For that 
reason alone, this proposal appears to have been abandoned and the 
Plaisant Bill is constructed along the lines which our own State Depart- 
ment has suggested and which may be adopted as a compromise 
between the principle of protecting the public health through issuance 
of the visa on the one hand, and the principle of protecting industrial 
property rights of inventors and trade-mark owners on the other. 


Plaisant Bill 


This is, briefly speaking, what the Plaisant Bill provides. Process 
patents for pharmaceutical products should continue to be granted 
without pre-examination of novelty and without regard to whether the 
product manufactured by the process is already known or not. No 


change in the existing law is proposed in this respect. 


The Technical Committee shall continue to issue visas for either a 
new pharmaceutical specialty or for a known specialty prepared under 
a new process. If the applicant for a new visa is not identical with the 
applicant for the patent, the new visa can be issued only with the con- 
sent of the patent applicant. In other words, the owner of a patent 
or an applicant therefor who filed his application prior to the date of 
the application for the visa or who has so filed for a patent within the 
six-month priority provision of the International Convention, may 
demand the issuance of a second visa to him provided the Visa Com- 
mittee recognizes the therapeutical importance of the product of the 
invention. 


Furthermore, in order to prevent the patent owner from non-use 
of an invention which may be in the public interest, the proposed bill 
provides that a system of compulsory licensing be created under which 
the patent owner must grant a license to any manufacturer who is 
capable and willing to exploit the patent if the patent owner himself 
is not in a position to manufacture the product in sufficient quality or 
quantity. Finally, the Plaisant Bill proposes that anyone who has 
discovered a new patentable process for the manufacture of a product 
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which is already known and for which a visa has previously been issued 
shall equally participate in the benefits of the first visa during the six- 
year period since the issuance of the visa, so that in effect the new 
invention inures to the benefit of the inventor rather than to that of 
the first visa applicant. Likewise, if a new process is discovered after a 
visa has issued for the product and the process under which the product 
is manufactured, and the second inventor is in a position to exploit such 
new process before the first inventor, the latter shall equally benefit 
from the visa issued to the second inventor during the six-year period 
awarded the latter. 


Through these measures, and bearing in mind that other great 
industrial countries such as Great Britain, Canada, and the United 
States, give complete patent protection to new pharmaceutical prod- 
ucts, the sponsors of the Plaisant Bill hope to encourage scientific 
research and new discoveries in the pharmaceutical field. The actual 
text of the proposal changing Article 3 of the Act of May 22, 1946, 
reads in part as follows: 


The visa will be granted to a specialty introduced prior to September 11, 1941, 
if the Technical Committee concludes that it is not dangerous to the public health 
or morale in any way. 

The visa will be granted to a pharmaceutical specialty introduced after Sep 
tember 11, 1941, when the Technical Committee concludes that this specialty or 
the process under which it is manufactured is of therapeutic interest and value and 
not detrimental to the public morale or health. The recognition of the right ot 
the visa owner to the use of an arbitrary trade designation or trade-mark on the 
part of the visa owner is granted only under reservation of and subject to prior 


| 3 1857 


rights acquired by the registration of a trade-mark under the Act of June 23, 1857 

After further providing that during the six-year period other 
manufacturers may offer the product only in form of a produce sous- 
cachet, that is, without advertising and only under the scientific name, 
the Plaisant Bill continues as follows: 


\ visa may be issued only subject to the prior rights of a patent owner a 
quired either in accordance with the French patent law of July 5, 1844, or under 
Article 4 of the Paris Convention of March 20, 1883, as revised in London in 1934 
Such patent owner or claimant of a priority right under the Convention shall be 
entitled to demand a second visa under the provisions of this law in the absences 
of an agreement with the first applicant. 

A second visa may also be granted before the expiration of the six-year period 
to any manufacturer who may have produced the same product by way of a dif- 
ferent process which has been recognized by the Technical Committee as being 
in furtherance of the public interest. The grant of a visa for a pharmaceutical 
specialty for a medicine shall not prevent the issuance of a second visa before 


The Pharmaceutical Visa Problem in France Page 847 








the end of the first six-year period for the same medicine prepared under a 
process for which a patent application has been made prior to the application for 
the first visa by another party ... . 


Advantage of Plaisant Bill 


It can be readily seen, therefore, that the Plaisant Bill, if it should 
become the law, will constitute a vast improvement over the existing 
situation by preserving to the originators of new pharmaceutical prod- 
ucts, be they French or foreign concerns, the right to get a visa 
authorizing them commercially to exploit their product under their 
established trade-marks and advertising. By thus providing for 
the issuance of a second visa, a person who may have succeeded in 
getting the first visa without having originated the product or 
process and without being in a position actually to compete with 
the originator thereof will be justly deprived of any legal benefits, 
which may accrue to him under the present law, solely on the ground 
that he may have filed an application for the visa some short time prior 
to the time at which the originator of the product considers himself 
prepared actually to introduce his new product in France on a 


commercial basis. [The End] 


Mental Health Research 


Clues to the role in psychosis of ACTH, cortisone, and 
similar hormones will be studied in a cooperative project by 
the National Institute of Mental Health of the Public Health 
Service, and the Worcester Foundation for Experimental Biol- 
ogy, Shrewsbury, Massachusetts. Recent evidence points to 
a relation between these hormones and mental illness. New 
techniques of hormone analysis used by the Foundation 
promise to reveal facts about specific chemical mechanisms 
that may help to explain certain types of mental illness (Fed- 
eral Security Agency Release B16, November 20). 
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Mineral Feed Mixtures 


BY H. E. MOSKEY, V.M.D. 


FEED MIXTURES BECOME DRUGS WHEN REPRE- 
SENTED FOR THE PREVENTION OR TREATMENT 
OF DISEASE CONDITIONS. ON THE OTHER 
HAND, FEEDS CONTAINING ACTIVE DRUGS 
BUT REPRESENTED AS FEEDS MAY BE HELD 
TO BE ADULTERATED FOODS 





OST OF YOU will admit that a mineral feed mixture is of 
nutritional value for supplementing the feed of livestock and 
poultry only when nutritionally significant amounts of min- 

erals are added to feeds which do not already contain an ample supply 
of those minerals. The daily requirements of the various classes of 
livestock and poultry for such minerals are essential in interpreting the 
words “nutritionally significant.” 

Some of you may recall that, prior to 1928, which was about the 
time the Food and Drug Administration began to take an active inter- 
est in mineral mixtures for livestock from the standpoint of enforcing 
the Food and Drugs Act of 1906, many manufacturers were representing 
various mineral mixtures as preventives and treatments of practically 
all diseases of livestock as well as poultry. 

By the use of direct statements, innuendoes, and suggestions in cir- 
culars and other printed material, many mixtures were recommended 
for the prevention, control, and treatment of a wide variety of abnor 
mal symptoms and conditions such as unthriftiness, breeding troubles, 
parasitic worm infections, indefinite causes of mortality, losses from 
disease, scours, and loss of appetite in all animals and poultry, mixed 
infections of swine such as necrotic enteritis and swine plague, retained 
placentas, bloat, mastitis, actinomycosis or “lumpy jaw,” brucellosis or 
Bang’s disease, and impactions in cattle. 

This paper was presented at the 1950 Annual Convention 


of the National Mineral Feeds Association, Inc., Chicago, 
September 18, 1950 
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In attempting to justify claims of this nature, some manufacturers 
resorted to the use of various drugs with many different physiological 
actions making the final mixture of mineral elements complex and 
irrational. Used as a feed supplement for continuous administration 
as directed, obviously the drug ingredients could not be safely added 
to the mineral ingredients in sufficient quantity to produce significant 
therapeutic effects, except for certain articles which will be taken up 
later in the discussion of drugs. 


Federal Food, Drug, and Cosmetic Act 

Before discussing this matter further, let us refer to some of the 
applicable portions of the Federal Food, Drug, and Cosmetic Act. 
The term “food” means articles used for food or drink for man or other 
animals. A food shall be deemed to be adulterated if, among other 
reasons, it bears or contains any added poisonous or added deleterious 
substance which is unsafe within the meaning of Section 406. Section 
406(a) states in part: 

Any poisonous or deleterious substance added to any food, except where such 
substance is required in the production thereof or cannot be avoided by good 
manufacturing practice shall be deemed to be unsafe.... 

This is an important provision of the Act to which manufacturers of 
mineral feed mixtures should give serious consideration when develop- 
ing formulas. Section 403(j) of the Act is also applicable to foods for 
animals. This section deems a food to be misbranded if it purports 
to be or is represented for special dietary uses, unless its label bears 
such information concerning its vitamin, mineral, and other dietary 
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properties as the Administrator determines to be, and by regulations 
prescribes as, necessary in order fully to inform purchasers as to its 
value for such uses. While the regulation under this section is at 
present confined to special dietary foods for man, the section is appli- 
cable to animals in many respects. Any consideration of the provisions 
of the Act having a definite bearing on the manufacture of mineral 
feed mixtures should not overlook the definition of the term “drug” 
which reads, in part, “articles intended for use in the diagnosis, cure, 
mitigation, treatment, or prevention of disease in man or other animals.” 
Please note the reference to the term “articles” as used in this defini- 
tion, which is not confined to therapeutic agents. It follows, therefore, 
that if any food, whether intended for special dietary purposes or 
not, is represented in any manner for the prevention or treatment of 
any disease condition of man or other animals, it falls within the defini- 


“<é 


tion of the term “drug” and must comply with all the drug provisions 
of the Act. Specifically, mineral feed mixtures become drugs by defini- 
tion when represented in any manner for the prevention or treatment 


of disease conditions. 


Mineral Feed Mixtures as Drugs 


Manufacturers of feeds and feed supplements should also bear in 
mind that the addition of active drugs to their products, such as sulfa- 
quinoxaline or nitrophenide for the prevention or control of coccidiosis 
of poultry, or phenothiazine to prevent the development of certain 
species of worms in sheep and other animals, renders the feed base 
merely a vehicle to facilitate administration of the drug. Such prod- 
ucts are intended primarily for the prevention or control of specific 
disease conditions and must be regarded as drugs for a definite drug 
purpose. On the other hand, if products containing effective concen- 
trations of a prophylactic or therapeutic drug are represented as feeds 
or mineral feed supplements, they may be regarded as adulterated 
foods as that term is defined by the Act. In view of this interpretation 
of the law, the Administration has advised manufacturers to use some 
designation in the trade names of such products which will inform 
purchasers that the articles are primarily drugs intended for drug pur- 
poses and to emphasize the importance of following the directions 
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and warnings necessary for the proper use of the products. A type of 
designation has finally been adopted, to which the Administration has 
offered no objection. 

The designation “John Doe’s Blackhead Preventive” or “John 
Doe’s Blackhead Control” is permissible, depending of course on the 
amount of the active drug in the feed base. To comply with the drug 
provisions of the Act, the active drug ingredient should be declared 
prominently by itself and followed by the phrase “Incorporated in John 
Doe’s Poultry Feed Base” if desired. To meet the requirements of the 
various state feed laws, the guaranteed analysis and the feed ingredients 
should then be declared. The main panel of the label should bring to 
the attention of the purchaser the importance of following the direc- 
tions and warnings, if, as in the case of a bag tag label, such directions 
and warnings appear on the reverse side. This form of labeling may 
also be used by manufacturers of mineral feed mixtures who desire to 
add an active drug ingredient in their mixtures for a drug purpose. 


Importance of Mineral Supplements in Feeds 


We all recognize the fact that certain mineral elements in feeds 
are essential to the proper nourishment and growth of animals. We 
also recognize the possibility that a good feed may not contain enough 
of some essential mineral elements to supply the need of the animal for 
those particular elements. It may be important, therefore, to use an 
appropriate mineral mixture to supplement certain feeds. Research in 
this field is a continuous project with many state agricultural experi- 
ment stations. New information is being developed almost daily and 
it is believed that many manufacturers of mineral feed mixtures keep 
themselves well informed in those developments. Some employ well 
qualified animal nutritionists to conduct their own research work in 
this field and to formulate products of merit. 


However, there are still on the market many irrational mineral 
feed mixtures of questionable value for any purpose. Some manufac- 
turers of these mixtures seem to have little or no knowledge of the 
nutritional requirements of livestock and poultry, and apparently do 
not seek the advice of properly qualified persons. Nevertheless, through 
enforcement of the Food and Drugs Act of 1906 and the superseding 
Federal Food, Drug, and Cosmetic Act of 1938, and through the 
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gratifying cooperation of manufacturers themselves, there has been a 
great deal of improvement which has benefited not only the feed 
industry but the livestock and poultry industry as a whole. 

As a result of this improvement in the industry, manufacturers 
are realizing more and more the importance of developing formulas 
which serve a really useful purpose in supplementing feeds for the 
various species of animals and of abandoning the objectionable prac- 
tice of representing such products for the prevention and treatment of 
disease conditions for which they are of dubious value or known to 
be worthless. 

Trace Mineral Elements 

However, we are all faced with the questionable and rapidly 
developing propaganda that the so-called trace mineral elements are 
of value in the prevention or treatment of brucellosis and mastitis of 
cattle and various diseases of other animals for which there is no 
sound, scientific basis. We are not aware of any adequately con- 
trolled experiments conducted by qualified investigators which have 
demonstrated that so-called trace mineral elements have any value in 
the prevention or treatment of any infectious disease of any species of 
animal. In the light of our knowledge of the cause of infectious disease, 
of the pathological conditions associated with those diseases, and the 
subject of immunology, for years we have consistently told interested 
manufacturers of mineral and other feed supplements that nutrition 
has no relation to the prevention of any known infectious disease of 
animals. We have yet to see any sound, scientific evidence to offset 
this opinion. 

Probably members of this association are already acquainted with 
the fact that some manufacturers of mineral feed mixtures have seen 
fit to distribute circulars,and other labeling material which bear glow- 
ing claims to the effect that their mineral mixtures contain the trace 
mineral elements which will prevent and control brucellosis of cattle. 
We believe this to be a serious mistake which will mislead dairymen 
and interfere with the Federal and state governments’ program for 
eradication of the disease in the protection of livestock and public 
health. Your association may be assured that the Food and Drug 
Administration, in the enforcement of the Act, is investigating inter- 
state shipments of such products with seizure actions and criminal 
prosecutions in view. [The End] 
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THE DURHAM-HUMPHREY BILL 


By CHARLES WESLEY DUNN 


MEMBER OF THE NEW YORK BAR, 
GENERAL COUNSEL FOR THE AMERICAN PHARMACEUTICAL 


MANUFACTURERS’ ASSOCIATION 














SHALL TAKE this opportunity to discuss the Durham (H. R. 

8904)-Humphrey (S. 3852) bill, now before Congress. This bill 

importantly amends the prescription-drug law of the Federal Food, 
Drug, and Cosmetic Act and contains a provision which must give 
serious concern to all drug manufacturers. Furthermore, this bill 
has the practical significance of being sponsored by the National 
Association of Retail Druggists, of being supported by the United 
States Food and Drug Administration, and of presenting a basic 
legislative problem, which invites due solution by Congress for the 
protection of public health. 

This bill should be approached from the standpoint of the exist- 
ing prescription-drug law of the Food, Drug, and Cosmetic Act and 
its administrative interpretation by the Food and Drug Administration. 
Consequently, it will be discussed in that order. 


1 

The prescription-drug law of the Food, Drug, and Cosmetic Act 
is essentially in Section 503(b), and, of course, it finally applies to the 
dispensing of such a drug by the pharmacist.. It exempts a drug dis- 
pensed on the prescription of a physician, dentist or veterinarian from 
specified label requirements of that Act, but it does so only within 
certain limitations. They are: (1) the drug must not be dispensed 
pursuant to a mail diagnosis; (2) the prescription must be in writing 
and must be signed by the prescriber; (3) the prescriber must be 
licensed by law to administer the drug; and (4) the drug must bear a 
label containing the name and address of the dispenser, the serial 
number and date of the prescription, and the name of the prescriber. 
Within these limitations such a drug is exempted from the label 
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AT THE MID-YEAR MEETING OF THE AMERICAN PHAR- 
MACEUTICAL MANUFACTURERS’ ASSOCIATION IN NEW 
YORK, ON NOVEMBER 27, 1950, MR. DUNN WARNED THAT 
THIS PENDING BILL IS INADVISABLE ON SEVERAL 
COUNTS. A RESOLUTION OPPOSING THE BILL WHICH 
WAS APPROVED AT THE MEETING IS INCLUDED IN 
THE ARTICLE 





requirements of Section 502(b), (d), and (e), except as indicated. 
Section 502(b) provides that the label of a packaged drug shall 
contain the name and address of its seller and a statement of its net weight, 
measure, or numerical count. Section 502(d) provides that the label 
of a drug for human use containing a named narcotic or hypnotic substance, 
or any chemical derivative thereof administratively designated as habit 
forming, shall bear its name and quantity or proportion and the state- 
ment “Warning—May be habit forming.” A prescription drug is 
exempted from such label requirements of Section 502(d) only if the 
prescription is marked by its author as not refillable, or where its 
refilling is prohibited by law. I pause here to note that this is the 
only reference in the above law to the refilling of a prescription; that 
it is directed to prevent the unauthorized refilling of a prescription for 
a dangerous drug; and that consequently the Food, Drug, and Cos- 
metic Act so enters the field of prescription refilling, to protect public 
health. As to Section 502(e), it provides that the label of an unofficial 
drug shall bear its name and, if it is a mixture, the name of each active 





ingredient (et cetera). 


It follows that a prescription drug, dispensed by the pharmacist, 
is thus left subject to all the composition requirements of the Food, 
Drug, and Cosmetic Act against drug adulteration, and to all other 
label, labeling, packaging, and additional requirements of that Act 
against drug misbranding. Of the latter requirements, the major 
negative one is that of Section 502(a), which prohibits the false or mis- 
leading labeling of a drug; the major affirmative requirement 
(from the standpoint of this discussion) is that of Section 502(f), 
which requires the labeling of a drug to bear adequate directions for its 
use and also adequate warnings against its dangerous or unsafe use. 
But this adequate directions requirement is qualified by a proviso that 
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where such requirement is not necessary for the protection of public 
health in the case of any drug, the Act’s administrator shall promulgate 
regulations exempting it therefrom. The administrator has promul- 
gated such regulations, and they contain one relating to a prescription 
drug. It exempts this drug (except as provided) from the above ade- 
quate directions requirement: (a) where it is safe and efficacious for 


use only by or under the supervision of a physician, dentist, or veteri- 
narian; (b) if its label bears the statement: “Caution: To be dispensed 
only by or on the prescription of a physician” (or dentist or veteri- 
narian); and (c) provided it is dispensed by the pharmacist upon a 
prescription issued by a physician, dentist, or veterinarian in his pro- 
fessional practice and under labeling bearing the directions for use 
specified in the prescription (et cetera). The regulation goes on to 
provide in effect that this exemption expires, if and when the pharma- 
cist does not dispense such a prescription-restricted drug on that pre- 
scription basis; and that the pharmacist must then label it in full 
compliance with the adequate directions requirement of Section 502(f). 
This last provision is significant in that the pharmacist is admin 
istratively deemed unable to comply with such requirement in the 


situation thus presented. 


This regulation practically divides drugs into two classes under 
the Food, Drug, and Cosmetic Act. They are: first, prescription drugs 
which the pharmacist should dispense on a prescription basis; and, 
second, non-prescription drugs which he may freely dispense over 
the counter. Furthermore, it vests in the manufacturer of a drug the 
original responsibility of determining the class in which it belongs. 
This statement has the significance that it is the basic theory of the 
Act to make the producer of a subject article initially responsible for 
general compliance with it, subject to the rules defined in or under it. 
It is a theory expressing the legislative philosophy of a democratic govern- 
ment over a free people, in relation to private business, which is to 
place its conduct under an impersonal regulation by law as distin 
guished from a personal control by government. I should add here 
another comment on this regulation. There are some who contend 
that it is invalid, because Section 502(f) does not authorize such a drug 
classification and the alternative compliance plan for a prescription 
drug. The argument in support of this contention is (in part) as 
follows: (1) Section 502(f) only authorizes the Act’s administrator to 
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promulgate regulations exempting a drug from the adequate directions 
requirement, where it is unnecessary to protect public health; (2) Sec- 
tion 502(f) does not also authorize him to ordain an alternative com- 
pliance plan for a prescription drug; and (3) the legislative history of 
Section 502(f) indicates that what and all Congress intended by it was 
to require that the label of a drug bear adequate directions for use, 
except where this is unnecessary to protect public health. But that 
argument is answered by the following rejoinder: (1) Section 502(f) 
clearly authorizes the administrator to exempt a prescription-restricted 
drug from the adequate directions requirement for that very reason, 
whereby drugs are thus automatically divided into two classes accord- 
ingly ; (2) the administrative authority conferred by Section 502(f) to 
exempt drugs from such a requirement necessarily includes the authority 
to define the conditions of this exemption, which are deemed necessary 
to accomplish the Act’s purpose of protecting public health; and (3) 
the conditions defined by this regulation for the exemption of a pre 
scription drug are reasonably calculated to achieve that purpose. 


2 

The foregoing analysis of the existing prescription-drug law in 
Section 503(b) suffices now. It shows the extent to which this law 
regulates the dispensing of a prescription drug by the pharmacist; and 
also shows that the law also regulates his refilling of a prescription, to 
a limited but important degree. It further shows that this law is 
directed to prohibit the pharmacist from dispensing a prescription- 
restricted drug, on a non-prescription basis, and that it 1s designed to 
prevent this dispensing of such a drug, which is dangerous to public 
health. Hence it cannot be said that this law does not or should not 
enter the domain of the pharmacist, or that it unduly interferes with 
his professional relation to the physician or with the latter’s profes- 
sional relation to his patient. On the contrary, it is manifestly de- 
signed to secure the integrity of each such relation and to assure its 
due performance. Consequently the policy of this law must command 
general approval. The only question presented is whether it should 
be revised, to make it better accomplish its purpose to protect public 
health. 

While this law became effective in 1939, the Food and Drug 
Administration did not begin to enforce it against the pharmacist until 
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several years later. For one reason, Congress enacted the Food, Drug, 
and Cosmetic Act in the exercise of its power to regulate interstate 
commerce. The pharmacist customarily dispenses a prescription drug 
at retail in intrastate commerce instead, and, therefore, the question 
was presented whether or how far the Act reaches this retail dispensing 
of such a drug in intrastate commerce, especially where the pharmacist 
also obtained it only in the course of that commerce. The Food and 
Drug Administration was duty-bound to have this question judicially 
decided, because it involves a violation of the Act, which is dangerous 
to public health; it was eventually decided by the United States 
Supreme Court in the historic Sullivan case, on January 19, 1948. The 
decision by our highest court was that the Act has jurisdiction over a 
subject article introduced into interstate commerce from the time it 
enters such commerce down through its final retail sale to the con- 
sumer, because its great purpose is to protect the consumer from an 
injury to health. It should be added here that this decision is limited 
to the retail dispensing of a prescription drug, which itself originated 
in interstate commerce; consequently the question remains whether 
the Act also reaches the retail dispensing of such a drug, which is 
compounded by the pharmacist in whole or part from ingredients 
originating in such commerce. But we may say that the Act can 
probably be amended to reach this retail dispensing also. It can prob 
ably be amended even to reach the retail dispensing of a prescription 
drug which is compounded from ingredients wholly originating in 
intrastate commerce, if Congress declares that this is necessary to 
prevent a burden on interstate commerce. For that is the very situa- 
tion presented by the Oleomargarine amendment of the Food, Drug, 
and Cosmetic Act, effective on July 1, 1950; and there is good reason to 
believe that its validity will be sustained. 


It should also be added that the Act’s criminal enforcement against 
the pharmacist for dispensing a prescription drug on a non-prescription 
basis is predicated on Section 301(k). This section prohibits any act 
with respect to such a drug while it is held for any sale after shipment 
in interstate commerce that results in its adulteration or misbranding 
under the Act; which was the theory of its enforcement in the Sullivan 
case. I should go on to note here that the decision in this case was 
virtually written into the Food, Drug, and Cosmetic Act by the Miller 
amendment on June 24, 1948. The Act was thus given jurisdiction over 
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a subject article while it is held for any sale, after its shipment in inter- 
state commerce (et cetera). 


3 

Consequently, the prescription-drug law of the Food, Drug, and 
Cosmetic Act really came to life in the first half of 1948. It was 
inevitable and essential that this law should be administratively con- 
strued also to prevent an unauthorized refilling of a prescription by the 
pharmacist, which is equally dangerous to public health. For it 
inherently reaches the refilling in addition to the filling of a prescrip- 
tion; it expressly refers to this further danger, in providing against the 
unauthorized refilling of a prescription for a habit-forming narcotic 
or hypnotic drug; the Food and Drug Administration has found that 
such danger is a very serious one. The Commissioner of Food and 
Drugs announced this construction in his address to the National 
Association of Retail Druggists on October 15, 1948. In doing so, he 
broadly interpreted that Act to prohibit the pharmacist from refilling a 
prescription, unless the prescriber expressly authorized a refilling of 
the prescription in it or by a supplemental written notification to the 
pharmacist. This interpretation was based on the definition of a pre- 
scription then made, which supported it; it has the same practical 
significance of requiring the pharmacist to comply with all the drug 
misbranding requirements of the Act, where he refills a prescription 
without such authority to do so; and it has the particular significance 
that in the Food and Drug Administration opinion a prescription- 
restricted drug can only be dispensed on a prescription basis, under 
the Act. 


This interpretation of the Food, Drug, and Cosmetic Act unneces- 
sarily and unfortunately transcends the unauthorized refilling of a 
prescription for a dangerous drug. It immediately plunged the Food 
and Drug Administration into a controversy with the pharmacists. 
They challenged its validity, which could be but has not been deter 
mined in an appropriate test case. They also challenged the definition 
of a prescription, on which it is based; they contended that the 
pharmacist customarily refills prescriptions more or less without 
express authority by the prescriber and with no objection by him. 
They argued that such a broad interpretation of the Act prevents 
the pharmacist from refilling a prescription for a harmless drug, with- 
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out imposing the resulting burden of confirming authority by the pre- 
scriber or statutory compliance by the pharmacist. The force of this 


argument resulted in a further announcement recently by the Com- 
missioner to the effect that the Act will not be enforced against the 
pharmacist’s unauthorized refilling of a prescription for a harmless 
drug. But while this announcement may be practically justified, it is 
legally unsound. The administrator of this Act has no legal right to 
abdicate from its enforcement, to any extent. Such announcement has 
the value of demonstrating that this prescription-drug law requires a 
due revision, especially from a refilling standpoint, and, manifestly, 
that revision should conform to two (among other) guiding considera- 
tions. The first consideration is that the Food and Drug Adminis- 
tration must have full power to enforce the Act against the pharmacist’s 
unauthorized refilling of a prescription, which is dangerous to public 
health. The second consideration is that it is the responsibility of the 
physician (et cetera), and not the pharmacist, to decide whether and 
to what extent a prescription is refillable. It should be added here that 
the organized medical profession has the responsibility of advising the 
Food and Drug Administration on the standards to be used in deciding 


this question, under the Act. 


The significance of this controversy is indicated by the fact that 
approximately 40 per cent of the average prescription drug business 
involves refilling; and by the assertion that pharmacists have custo- 
marily refilled prescriptions to an important extent, without written 
authority by the prescriber to do so. Furthermore, such controversy 
has been worsened by an additional one between the pharmacists 
themselves, over the question of how this refilling problem should be 
solved. For, on the one hand, the American Pharmaceutical Associ- 
ation advocates the solution of an administrative ruling on the appli- 
cation of the Food, Drug, and Cosmetic Act to the refilling of a 
prescription, which may then be taken to the court for review, if and 
to the extent it is deemed invalid. Whereas, on the other hand, the 
National Association of Retail Druggists advocates the solution of an 
amendment to the prescription-drug law in that Act, which is proposed 
by the Durham-Humphrey bill. While the former solution would be 
helpful, the latter solution is the basic one, because the fundamental 
question presented here is not the present application of this law to 
prescription refilling. Rather, it is the question of whether this law 
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should be revised for a better regulation of prescription filling and 
refilling, for the protection of public health, Hence we come to a 
review of the foregoing bill, for the purpose of determining whether 
-it makes a due amendment of this law. 


4 


The Durham-Humphrey bill revises the prescription-drug law in 
Section 503(b) of the Food, Drug, and Cosmetic Act, by dividing it into 
two parts as follows. The first part continues the exemption plan of 
this law, in another form. It provides that a drug dispensed by filling 
or refilling a written or oral prescription of a physician, dentist, or 
veterinarian, licensed by law to administer it, shall be exempt from the 
label, labeling, packaging, and other requirements of Section 502, except 
paragraphs (a), (i) (2) and (3), (k) and (1), and the packaging 
requirements of paragraphs (g) and (h), if it bears a label containing 
the name and address of the dispenser, the serial number and date of 
the prescription or its refilling, the name of the prescriber, and, if stated 
in the prescription, the name of the patient with the directions for use 
and cautionary statements thus specified by the prescriber. Therefore, 
this exemption similarly leaves the dispensing of a prescription drug 
subject to all the requirements of the Act against drug adulteration, 
and also to all the other requirements of the Act against drug mis- 
branding. But it is permitted only on the condition that such drug 
is not dispensed pursuant to diagnosis by mail or otherwise without 
examination of the patient. Hence, in its first part, this prescription- 
drug law has been revised, on the one hand, to strengthen it by 
broadening its application for an express inclusion of prescription 
refilling and by tightening its exemption requirements as indicated, 
and, on the other hand, to liberalize its policy by sanctioning an oral 
prescription. This revised law is equally directed to prohibit the 
pharmacist from dispensing a prescription-restricted drug, on a non- 
prescription basis. It is equally designed to prevent the pharmacist 
from dispensing such a drug on that basis, where this is dangerous to 
the public health, Consequently, we must conclude that in its first part 
the revised law is significantly better than the exi-ting one, but that 
comment is made without prejudice to a further appraisal of its details. 


The second part of this revised prescription-drug law is new. It 
classifies the drugs which the pharmacist should dispense on a pre- 
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scription basis thereunder ; it provides that they shall only be dispensed 
by him on that basis thereunder; and it instructs him how to dispense 
them thereunder, where he either fills or refills the prescription. These 
drugs are confined to those intended for use by man; consequently, 
they do not include drugs used for the treatment of animals. That 
distinction makes the second part of this law inconsistent with its first 
part, which has a comprehensive product application. Such drugs are: 
(1) habit-forming drugs subject to the regulations under Section 
502(d), but any of them may be administratively removed from this 
entire revised law when its requirements are not necessary to protect 
the public health; (2) drugs found by the Act’s administrator, after 
investigation and opportunity for public hearing, to be either unsafe 
or ineffective for use without the professional diagnosis or supervision 
of a physician or dentist; and (3) “new drugs” which must be used 
only under the professional supervision of a physician or dentist, by 
virtue of Section 505. As to each of these drugs, it is then provided 
that such a drug shall come within the prescription-drug exemption 
made in the first part of this revised law only (a) if it is dispensed 
upon a written prescription of a physician or dentist, licensed by law 
to administer it, or upon his oral prescription which he agrees to con 
firm in writing within 72 hours; or (b) if it is dispensed by refilling 
a prescription where this is authorized by the prescriber in the original 
prescription or by his oral order and agreement to confirm such order 
within 72 hours. It is also provided that the label of each such drug shall 
bear the following statement: “Caution: Federal law prohibits sale 
or dispensing without prescription.” In comment on this provision 
it may be said that, first, such caution statement may be shortened 
by omitting the unnecessary reference to a sale; and, secondly, the 
requirement of this statement will practically reach the manufacturer 
of a drug which he markets under a prescription-restricted label, for 
dispensing by the pharmacist in its original container. It is further 
provided that the pharmacist’s dispensing of a drug contrary to any 
requirement of this entire revised law shall be deemed an act which 
results in its being misbranded while held for sale, for the purposes 
of enforcing the Food, Drug, and Cosmetic Act. 


Therefore, in its second part this revised prescription-drug law 
corrects two important defects in the existing law of Section 503(b). 
They are: first, its failure generally to regulate the refilling (in addi- 
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tion to the filling) of a prescription; and, secondly, its unreasonable 
application against the refilling of a harmless drug prescription. The 
revised law also improves the existing one by classifying the pre- 
scription-restricted drugs subject to it and by defining the rules gov- 
erning their dispensing by the pharmacist, whether he fills or refills 
a prescription. But the basic question remains as to whether such 
classification and rules are sound, in the circumstances. These rules 
will be considered at another time, whereas that classification demands 
consideration now, to the following extent. There can be no doubt 
but that the habit-forming drugs in the first class and the prescription- 
restricted “new drugs” in the second class are rightly placed under 
the prescription-drug law of the Food, Drug, and Cosmetic Act; but 
it should provide against the refilling of a prescription for them, to 
the extent this is otherwise prohibited by law. Thus we come to the 
second class of drugs. They are drugs which are administratively 
found, after investigation and opportunity for public hearing, to be 
either unsafe or ineffective for use without the professional diagnosis 
or supervision of a physician or dentist. This classification is a generic 
one. The provision for it manifestly has the practical significance that 
it empowers the Food and Drug Administration to determine: (1) the 
other drugs which the pharmacist should dispense on a prescription 
basis, and (2) all drugs which he may dispense over the counter on a 
non-prescription basis, under the Food, Drug, and Cosmetic Act. 
Hence, this provision reverses the existing prescription-drug law by 
transferring the original right of that determination from the drug 
manufacturer to the government, and by vesting in the government 
a broad power to exercise it. This power extends to most drugs; the 
government could exercise this power in its discretion, since it may 
always find more or less an excuse for doing so, and the exercise of this 
power is subject to no limitation of time, product, or method. By this 
I mean to say that such power could be exercised infinitely. It could 
be exercised with respect to old as well as new drugs, and it could be 
exercised on either a class or an individual product basis. Hence it 
follows that this is the provision in the Durham-Humphrey bill which 
must give serious concern to all drug manufacturers. I will now 
demonstrate that it is basically unsound, for three convincing reasons. 


The first reason is that this provision contains no safeguard what- 
ever against an arbitrary and unreasonable exercise of the admin- 
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istrative power it grants to the government. For example, there is 
no requirement that its exercise must be duly supported by evidence, 
or that its exercise shall be open to court review. Consequently, this 
provision violates the due process clause of the United States Con- 
stitution. The second reason is that there is actually no need to grant 
such administrative power to the government, which is only justified 
by an unavoidable need for it to protect the public health. This is 
so because the argument for such power is that its exercise is required 
to inform the pharmacist of the drugs which he should dispense on 
a prescription basis. But the law before us only applies to the pharma- 
cist’s dispensing of a prescription drug that originated in interstate 
commerce, which is normally the drug sold by the manufacturer. This 
law requires him to vend such a drug on the basis of a prescription- 
restricted label, and that label gives the pharmacist adequate informa- 
tion, in the circumstances. Consequently, the second class of drugs 
in this bill should instead include the drugs bearing a prescription- 
restricted label, by virtue of the regulations making exemptions from 
the adequate directions requirement in Section 502(f) of the Food, 
Drug, and Cosmetic Act. The third reason is that this broad govern- 
ment power over drugs is manifestly subject to fundamental objections. 
For, in the first place, the government is thus empowered to decide 
(a) the efficacy of drugs, (b) whether they shall be marketed through 
the medical profession or to the drug trade, and (c) whether they shall 
be used under medical supervision or by self-medication. This is 
clearly a government control of the drug business and the medical 
profession, which can be used to socialize them in the most invidious 
sense; and it amounts to a life-or-death control over non-prescription 
drugs. This government control may not be justified by saying that 
it will be used only to a limited extent and in a reasonable way. It 
is basically unsound. Experience in this country and abroad has 
amply proved that when the government is given an important con- 
trol of private affairs, it will be increasingly and largely used, and 
it will be seriously abused in the long view. Moreover, once this 
control over drugs is vested in the government, it will be a strong 
precedent for its infinite extension in the course of time. In the 
second place, this government control of the drug business and medical 
profession is utterly inconsistent with the drug philosophy of the 
Food, Drug, and Cosmetic Act, which is (a) to let the medical profes- 
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sion determine what drugs should be dispensed on a prescription basis ; 
and (b) to leave the manufacturer free to operate pursuant to this 
professional determination and otherwise to conduct his business 
under objective requirements of that Act. This rule of that Act is 
necessary if it is to conform with free institutions; and if it is to ex- 
press the legislative philosophy of a democratic government, which 
is a guiding regulation by law and not a bureaucratic control by gov- 
ernment. Incidental exceptions to this rule are only justified where 
that control is unavoidably required in a limited situation, to protect 
the public health; but that is not the situation here. 


For these reasons it is difficult to understand why the National 
Association of Retail Druggists ventured to insert this provision in 
the Durham-Humphrey bill, at all, and especially without first con- 
ferring with the drug industry and medical profession who could have 
immediately shown the bill’s fallacy ; or why the Food and Drug Admin- 
istration gave approval to a provision of this sort. Likewise for these 
reasons the governing board of the American Pharmaceutical Manu- 
facturers’ Association last evening unanimously adopted the following 
resolution ? on this provision, to wit: 


3e it resolved that the American Pharmaceutical Manufacturers’ Association, 
in convention assembled, does hereby condemn and therefore oppose the provi 
sion in the Durham (H. R. 8904)-Humphrey (S. 3852) bill now before Congress 
to amend Section 503(b) of the Federal Food, Drug, and Cosmetic Act, which 
authorizes an administrative determination of what drugs should be dispensed 
on a prescription basis and what drugs may be dispensed on a non-prescription 
basis. This provision is thus condemned and opposed, because (1) it is not 
necessary and (2) it is basically unsound in the circumstances. But the Associa- 
tion will otherwise cooperate in a due revision of the prescription drug law 
contained in Section 503(b), in order that it may better accomplish its objective 


[The End] 


to protect the public health. 





1That resolution was unanimously ap- Manufacturers’ Association on November 
proved by the American Pharmaceutical 27. 1950, following this address 


oO 
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SIGNIFICANT COMMENTS 


JUDICIAL 

| sleiads BY FRANKLIN M. DEPEW 
ADMINISTRATIVE OF COUNSEL FOR STANDARD 
and LEGISLATIVE DEVELOPMENTS — BRANDS INCORPORATED 





Fruit Spreads Not Conforming to the Standard for Jams Found 
To Be Adulterated and Misbranded . . . A libel was filed against cer- 
tain articles of food labeled in part “Fruit Spread” on the ground that 
they were adulterated and misbranded when introduced and while in 
interstate commerce. The manufacturer filed a claim and answer in 
which it affirmatively contended that the standards issued by the 
Federal Security Administrator for jams and preserves did not apply 
to these fruit spreads in that they were distinctive in content as well as 
in name. At the trial it appeared that on several occasions at least, 
the fruit spreads had been distributed and advertised as fruit jam 
spreads or jam. This did not constitute the usual practice but it was 
established by preponderance of the evidence that there was a sub 
stantial amount of actual representation of these fruit spreads as jams 
and preserves. In addition, one of the manufacturer’s witnesses, when 
confronted with a jar of strawberry fruit spread and a jar of straw- 
berry jam, was unable to distinguish correctly between the two, 
although on direct examination he had stoutly maintained he was easily 
able to do so. At the conclusion of the trial before a judge without a 
jury, the articles were found to be both adulterated and misbranded 
within the meaning of the provisions of the Federal Food, Drug, and 





Cosmetic Act. (United States of America v. 30 cases, more or less, each 
containing 12 jars of an article labeled in part, “Leader Brand Strawberry 
Fruit Spread, etc.”” Civil No. 1-74. United States District Court, Southern 
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- pened 


District of Iowa, Central Division. October 19, 1950. 
[CCH Foop Druc Cosmetic Law Reports § 7176.}) 


The court in this decision used language that may 
provide ammunition for the Food and Drug Administra- 
tion in respect to its contention that imitations of stand- 
ardized food products are not permitted. This was the 
position taken in the “imitation jam case” discussed in 
5 Foop Druc Cosmetic Law Journat 614 (1950). The 
court in the instant case declared that the very fact that 
the Congress had specifically provided for the use of a 
substandard label under certain circumstances but had 
made no similar provision with respect to a label for 
foods for which a definition and standard of identity had 
been established, revealed a Congressional design not to 
permit a food to be exempted by means of informative labeling where 
it otherwise purports to be a standardized product but does not con- 
form to the standard. The court went on to say that the correctness 
of this conclusion was further emphasized by the legislative history, 
which recognized the necessity for standards of identity to eliminate 
distribution of debased and cheapened food products made possible by 
the “distinctive name” proviso of the former Food and Drugs Act of 1906. 

The court in this case, however, did not attempt to review the 
reasoning of the opinion of the circuit court in the “imitation jam case” 
nor to apply the reasoning of the circuit court judges to the situation 
presented before it with respect to the labeling of these fruit spreads. 
The only mention made of the “imitation jam case” in the opinion was 
a statement that it was reversed on appeal on June 27, 1950. The case 
has since been appealed to the United States Supreme Court. 

In addition, the court stated that it could not permit the standard 
to be circumvented by the simple device of using truthful labels on a 
product which does not conform thereto but conveys the impression, 
that is, “purports,” that it is a food for which a standard has been pre- 
scribed. If this were permitted, the court felt, the effectiveness of food 
standardization would be destroyed. It concluded that if the term 
“fruit spread” has any meaning at all to the ordinary, average consumer, 
it means jams, preserves, jellies, fruit butter, or marmalade, those 
standardized fruit commodities which consumers are accustomed to 
use as a spread for bread or other bakery products. 
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In this connection the court reaffirmed the remedial purpose of 
the Act and pointed out that it was designed not to protect the critical 
consumer but rather the vast multitude which includes the ignorant, 
the unthinking, and the credulous who, when making a purchase, do 
not stop to analyze. 

In the course of the opinion, the court made some interesting com- 
ments on commercial practices and the inferences to be drawn there- 
from. The manufacturer contended that the very fact that a two-pound 
jar of its fruit spread sold at a much lower retail price than a compara- 
tively sized jar of standard jam or preserves should have been notice in 
and of itself that the fruit spread did not purport to be jam. The court 
said that he must notice that under modern merchandising methods, 
manufacturers frequently make it possible for consumers to buy com- 
modities below the cost price to the retailer himself, and this is a fact 
well known to the ordinary housewife. Indeed the “LEADER BRAND” 
name itself appearing in bold print on the label gave further credence 
to the belief by many that the cheapness of the price of the product was 
due to the fact that it was a “LEADER?” article. 

The court made a very singular comment with respect to the effect 
of the enactment of the Food, Drug, and Cosmetic Act of 1938. He 
said that it is a matter of common knowledge that since the enactment 
of this law, consumers of food products have come more and more to 
rely on the uniform quality of standardized commodities, the effect of 
which generally is to make all less wary and more credul US. 


x * 


’ 


Drugs Labeled To Be Used “Under Supervision of a Physician’ 
Held Adequately Labeled . . . Application was made by the govern- 
ment to restrain the sale of male hormone tablets and linguets on the 
ground that they were misbranded. It appeared that the defendants 
sold male hormone drugs consisting of methyl testosterone in the form 
of 5 and 10 mg. linguets and 10 and 25 mg. tablets under labels which 
stated the product was to be used under the supervision of a physician. 
The drugs were manufactured by various well-known drug manufac- 
turers and were shipped interstate by the manufacturers under a label 
which bore the legend, “Caution—to be dispensed only by or on pre- 
scription of a physician.” It was alleged in the application for permanent 
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injunction that the drugs were dangerous to health when taken as 
directed on the label and that the daily intake of 5 mg. of methyl 
testosterone in linguet form was ineffective in the treatment of male 
hormone deficiency. At the conclusion of the trial the prayer for a 
permanent injunction was denied. (United States v. El-O-Pathic 
Pharmacy, Martin A. Clemens and Vita Pharmacals, Inc. United States 
District Court, Southern District of California, Central Division. 
No. 10,266-HW Civil. May 22, 1950. [CCH Foop Druc Cosmetic Law 
Reports { 7167.]) 

In reaching the conclusion that this labeling did not constitute a 
misbranding, the court pointed out that even though the defendants 
did not require a physician’s prescription in their resale of these drugs, 
the labeling did use the word “physician” four times in such phrases 
as “under supervision of a physician,” and that such labeling includes 
a statement that a physician should be consulted before taking testosterone. 
It was felt that the suggestion in the labeling that they be taken in 
consultation with a physician constituted adequate warning against use 
of those drugs in those pathological conditions where their use might 
be dangerous to health. It was further found that the plaintiff had not 
sustained its burden of proof that the 5 mg. linguet was ineffective. 
This decision authorizes the use of labeling on drugs which does not 
comply with the regulations which have heretofore been issued by the 
Food and Drug Administration. 


x* *& 


“Vitamin Rich Farina” Found To Be Misbranded as Purporting 
To Be Enriched Farina . . . A criminal prosecution was instituted 
against Omar Incorporated and Harold Roth, Vice President and Gen- 
eral Manager of the Milling Division of said corporation, on the ground 
that it shipped Farina labeled as “Omar Vitamin Rich Farina” in 
violation of the Federal Food, Drug, and Cosmetic Act. The complaint 
charged that the article was misbranded in that the statement “Vitamin 
Rich” represented and suggested that the food was rich in vitamins, 
to wit, that said food had been enriched by added vitamins, whereas in 
fact and in truth said food was not rich in vitamins; and that the label 
purported that the product was “Enriched Farina,” a food for which a 
definition and standard of identity had been prescribed by regulation. 
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The court after trial without a jury found the defendant, Omar Incor- 
porated, guilty as charged and imposed a fine of $12.50 on each count 
or a total of $25.00 on both counts, together with the costs of prosecu- 
tion. Since the evidence showed that the acts complained of in the 
complaint were done in behalf of the defendant corporation by persons 
other than the defendant Roth, the court found him not guilty on both 
counts. (United States of America v. Omar Incorporated and Harold 
Roth. United States District Court for the District of Nebraska, 
Omaha Division. Criminal No. 49-46. June 5, 1950. [CCH Foop 
Druc Cosmetic Law Reports § 7172.) ) 

This decision reaffirms that if a food is labeled so that it purports 
to be a food for which a standard of identity has been established, the 
article is misbranded unless it conforms to the standard. In this par- 
ticular instance the food not only purported to be Enriched Farina, but 
it was further misleading in that in the milling processes Farina loses 
most of its-rich vitamin content and is thus actually vitamin poor. The 
only way by which Farina can be made vitamin rich is by the addition 
of certain essential vitamins, and this is what the Administrator has 
termed “Enriched Farina,” a food for which he established a standard 
of identity. . 

Despite the finding of guilt the fine levied was relatively small. 
In this connection the court found that long before the prosecution was 
commenced, Omar Incorporated made every effort to conform to the 
Administrator’s regulation establishing a standard of identity. At a 
hearing before the Administration in Kansas City, the president of the 
corporation agreed to discontinue use of this particular label as soon 
as the present supply was disposed of. As the Administrator was not 
satisfied with this, the president returned to Omaha and ordered all 
existing stocks destroyed. When a local agent of the Administrator 
came to the company’s mill, he found the company’s employees 
cutting and dumping the Farina packages. In view of this, the court 
felt that the defendant Omar Incorporated had suffered sufficient 
pecuniary damages and had attempted in good faith to comply with 
the: Act. 


xk 


Recent Decisions Relative to Removal of Actions . . . There have 
been some recent interesting decisions resulting from the applications 
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of claimants of food articles to remove the actions from the district of 
seizure to another district. These applications were made pursuant 
to the provisions of Section 334(a) of the Federal Food, Drug, and 
Cosmetic Act. In two of the cases it was found that where the charge 
was adulteration and misbranding, the court had no authority to make 
such atransfer. (United States of America v. 11 cases, more or less, each 
containing 12 bottles of an article labeled in part, “Ido-Pheno-Chom,” and 
Pyogon Laboratories. United States District Court for the District 
of Oregon. Civil No. 5145, August 31, 1950. And, United States 
of America v. 630 cases of Orangeade. United States District Court for 
the Southern District of West Virginia. Libel No. 1079. October 6, 1950.) 

The reason given for reaching this conclusion was that the provi- 
sions of Section 334(a) only empower the court to transfer a single 
libel action where the charge is misbranding. In the Orangeade case 
application was made to have the charges severed, and it was requested 
that consideration be given to removing that part of the libel dealing 
with misbranding. The court concluded that it did not have the right 
to sever the libel and accordingly overruled the motion. 


In the third case an application was made by a corporation with 
its office and principal place of business in the County of Los Angeles 
to remove the action to the Central Division of the Southern District 
of California, at Los Angeles. This action involved a single libel for 
misbranding, and the court ordered the case removed and directed the 
clerk to transmit promptly to the court where the case was to be tried 
all records of the case necessary in order that such court could exercise 
jurisdiction. In addition, the court ordered the United States Marshal 
to forward the seized articles without cost to the United States Marshal 
for the Central Division of the Southern District of California at 
Los Angeles, charges collect. The court mentioned that it had been 
unable to discover in any adjudicated cases what had become of the 
seized article in cases where the actions were transferred. The court 
concluded that the seized article was as necessary to the exercise of 
jurisdiction as the papers which the court was ordered to transmit 
under the statute. (United States of America v. 60 cartons, more or less, 
each containing a circular entitled “Reduce, Relax, Rejuvenate, etc.” 
United States District Court, Northern District of Texas, Dallas Divi- 
sion. Civil Action 3962. June 9, 1950.) 
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The court in this case, in removing the action to Los Angeles 
where the office and the principal place of business of the claimant were 
located, gave a different interpretation to the requirements of the Act 
with respect to the provision that the removal shall be “to a district of 
reasonable proximity to the claimant’s principal place of business.” 
The district courts which have had occasion to pass on this language 
in the past have held that a “District of reasonable proximity to the 
claimant’s principal place of business” excluded the home district. 5 Foop 
Druc Cosmetic LAw JourRNAL 541-542 (1950). In this article it was 
pointed out that these decisions have been reached by courts in the 
eastern part of the United States, and one might wonder how the pro- 
vision would be interpreted in the Far West where district courts are 
frequently hundreds of miles apart. 

In a fourth case an application was made to consolidate and remove 
some ten libel actions instituted by the United States in divers juris- 
dictions about the country. The application requested that the removal 
be made to the Central Division of the Southern District of California 
at Los Angeles where the claimant’s principal place of business was 
located. The court said that the weight of authority supports the view 
that “a district of reasonable proximity to claimant’s place of business” 
excludes the district of the claimant’s place of business and trans- 
ferred the case to the United States District Court for the Northern 
District of California, Southern Division. (United States v. Various 
Packages labeled in part: “Nutrilite Food Supplement . . .,” etc., 
Mytinger and Casselberry, Inc., Claimant. United States District Court 
for the District of New Jersey. Civil No. C 11705 and 11878. October 


30, 1950.) [The End] 


Congress Reconvenes 


The Eighty-first Congress “lame duck session” reconvened 
on November 27, with a request from the President for passage 
of an 18-point program. Among the requested items was the 


National Health Insurance Program (H. R. 4312-S. 1679, both 
introduced on April 25, 1949). 
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Other Helpful, Informative CCH Magazines 
Labor Law Journal 


* Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
LAW relationship of Law, Labor, Government, Man- 
JOURNAL agement, and Union. Month after month, the 
nee pene ene semen Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 


Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 
scription rate—$6 a year. Sample copy on 
request. 


TAXES—tThe Tax Magazine 


*% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 
other tax information, book reviews, etc. 

The editorial policy is to allow frank discus- 














sion of tax issues. Subscription rate—$6 for ELL Ain ss 


12 monthly issues. Write for sample copy 


Insurance Law Journal 


% Month after month, this helpful magazin 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly ; subscription rate—$10 a year. 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 
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